For information on briefings in Washington, DC, see

Briefings on how to use the Federal Register
announcement on the inside cover of this issue.
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Rules and Regulations

Federal Register

Vol. 64, No. 51
Wednesday, March 17, 1999

This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

OFFICE OF GOVERNMENT ETHICS

5 CFR Part 2635

RIN 3209-AA04

Standards of Ethical Conduct for
Employees of the Executive Branch

AGENCY: Office of Government Ethics
(OGE).
ACTION: Final rule; amendments.

SUMMARY: The Office of Government
Ethics is amending portions of the
regulation governing standards of
ethical conduct for executive branch
employees on seeking other
employment, to conform with
interpretive advice and to improve
clarity.
EFFECTIVE DATE: April 16, 1999.
FOR FURTHER INFORMATION CONTACT: G.
Sid Smith, Senior Associate General
Counsel, Office of Government Ethics;
telephone: 202—-208-8000; TDD: 202—
208-8025; FAX: 202-208-8037.
SUPPLEMENTARY INFORMATION: On August
26, 1998, the Office of Government
Ethics (OGE) published proposed minor
amendments to the standards of ethical
conduct for executive branch employees
(5 CFR part 2635), to codify interpretive
advice and clarify intended meaning in
subpart F (Seeking Other Employment)
and in the definition of “‘receive” at
§2635.807 of subpart H (Outside
Activities). See 63 FR 45415-45417. We
received only one comment, which
related exclusively to the proposed
amendment to § 2635.807. Upon further
consideration, and in view of separate
concerns about other provisions of
§2635.807, we have decided not to
make the proposed definitional revision
in §2635.807 at this time. If, in the
future, OGE decides to revive that
proposal, we will issue a new proposed
rule revision, with opportunity for
comments.

No comments were received
concerning subpart F, so OGE is

herewith publishing the proposed
amendments to subpart F as a final rule,
with no changes, effective April 16,
1999. A summary of those amendments
follows.

Subpart F

Subpart F of the standards of ethical
conduct regulation, as promulgated for
codification at 5 CFR part 2635 in 1992,
implemented certain provisions of a
criminal statute and an Executive order,
specifically: (1) 18 U.S.C. 208,
restricting employees’ official
participation in matters wherein a
person or organization with whom they
are negotiating for or have an
arrangement concerning prospective
employment has a financial interest,
and (2) sections 101(h) and 101(j) of
Executive Order 12674, directing
employees to act impartially in official
matters and not to engage in seeking or
negotiating for outside employment that
conflicts with official duties and
responsibilities. Because these
provisions of the criminal statute and
Executive order are so closely related,
they were combined for implementation
at subpart F, with a requirement
generally for disqualification from
participation in certain matters when an
employee is ““seeking other
employment,” a term that encompasses
both negotiating and other specified
lesser contacts.

The existing language of § 2635.601
and §2635.602 in that subpart suggests
that coverage may be limited to
situations where the employee’s
“performance or nonperformance of
official duties will affect”” the financial
interests of a prospective employer. A
somewhat more accurate test, for
purposes of 18 U.S.C. 208, is contained
in the existing § 2635.604(a),
§2635.605(a), and § 2635.606(a), which
is that coverage extends to participation
in ““a particular matter that has a direct
and predictable effect’” on those
financial interests. The criminal statute
does not limit its application to
situations where one’s performance of
official duties will affect a financial
interest, but instead focuses on whether
a matter in which the employee
participates will affect the financial
interest. Further, the statute is triggered
only if the effect on the financial
interest will be direct and predictable.

This variation among sections of the
regulation was an unintended result of

the process by which provisions on
prospective employment in the criminal
statute and Executive order were
implemented jointly. As questions from
ethics officials have arisen concerning
these apparent discrepancies, OGE has
advised that the requirements of 18
U.S.C. 208 control. In order to more
clearly align the provisions of subpart F
with that advice and the criminal
statute, OGE is amending § 2635.601
and 82635.602 accordingly, by this
current rulemaking.

Additionally, amendments in this
current rulemaking to 8 2635.601,
§2635.602, §2635.604, §2635.605, and
§2635.606 clarify initially in each
section that the restrictions apply only
when the employee would be
“participating personally and
substantially” in a particular matter.
These modifications will further ensure
that subpart F is consistent with 18
U.S.C. 208 and in conformance with
OGE advice.

Matters of Regulatory Procedure
Executive Order 12866

In promulgating these final rule
amendments, the Office of Government
Ethics has adhered to the regulatory
philosophy and the applicable
principles of regulation set forth in
section 1 of Executive Order 12866,
Regulatory Planning and Review. These
amendments have also been reviewed
by the Office of Management and
Budget under that Executive order.

Regulatory Flexibility Act

As Director of the Office of
Government Ethics, | certify under the
Regulatory Flexibility Act (5 U.S.C.
chapter 6) that this rulemaking will not
have a significant economic impact on
a substantial number of small entities,
because it primarily affects Federal
executive branch agencies and their
employees.

Paperwork Reduction Act

The Paperwork Reduction Act (44
U.S.C. chapter 35) does not apply,
because this rulemaking does not
contain any information collection
requirements that require the approval
of the Office of Management and
Budget.
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List of Subjects in 5 CFR Part 2635

Conflict of interests, Executive branch
standards of ethical conduct,
Government employees.

Approved: December 7, 1998.
Stephen D. Potts,

Director, Office of Government Ethics.

For the reasons set forth in the
preamble, the Office of Government
Ethics is amending part 2635 of
subchapter B of chapter XVI of title 5 of
the Code of Federal Regulations, as
follows:

PART 2635—[AMENDED]

1. The authority citation for part 2635
continues to read as follows:

Authority: 5 U.S.C. 7301, 7351, 7353; 5
U.S.C. App. (Ethics in Government Act of
1978); E.O. 12674, 54 FR 15159, 3 CFR, 1989
Comp., p. 215, as modified by E.O. 12731, 55
FR 42547, 3 CFR, 1990 Comp., p. 306.

§2635.601 [Amended]

2. Section 2635.601 is amended by
removing the words ““who otherwise
would be affected by the performance or
nonperformance of the employees’
official duties.” from the end of the first
sentence and adding the words “whose
financial interests would be directly and
predictably affected by particular
matters in which the employees
participate personally and
substantially.” in their place, and by
adding the new sentence “‘See
§2635.402 and § 2640.103 of this
chapter.” between the second and third
sentences.

§2535.602 [Amended]

3. Section 2635.602 is amended by
removing the words ‘‘the employee’s
official duties would affect” from the
first sentence of the undesignated
introductory text and adding the words
“particular matters in which the
employee will be participating
personally and substantially would
directly and predictably affect” in their
place, and by removing the words
“affected by the performance or
nonperformance of his official duties”
from the first sentence of the note
following the undesignated introductory
text and adding the words “‘affected
directly and predictably by particular
matters in which he participates
personally and substantially” in their
place.

4. Section 2635.603 is amended by
revising paragraph (d) to read as
follows:

§2635.603 Definitions.
* * * * *

(d) Direct and predictable effect,
particular matter, and personal and

substantial have the respective
meanings set forth in § 2635.402(b)(1),
(3), and (4).

§2635.604 [Amended]

5. Section 2635.604 is amended by
adding the words *‘personally and
substantially” after the word
“participate” in the first sentence of
paragraph (a).

§2635.605 [Amended]

6. Section 2635.605 is amended by
adding the words *‘personally and
substantially” after the word
“participate” in the first sentence of
paragraph (a), and by adding the words
“personally and substantially’ after the
word “participate” in the first sentence
of paragraph (b).

§2635.606 [Amended]

7. Section 2635.606 is amended by
removing the words ‘“‘taking official
action” from the first sentence of
paragraph (a) and adding the words
“participating personally and
substantially’ in their place.

[FR Doc. 99-6492 Filed 3-16-99; 8:45 am]
BILLING CODE 6345-01-U

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Part 52
[Docket No. 98-123-3]
RIN 0579-AB10

Pseudorabies in Swine, Payment of
Indemnity; Technical Amendment

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Interim rule; technical
amendment and notice of extension of
comment period.

SUMMARY: In an interim rule published
in the Federal Register on January 15,
1999, and effective as of January 12,
1999, we established animal health
regulations to provide for the payment
of indemnity by the United States
Department of Agriculture for the
voluntary depopulation of herds of
swine known to be infected with
pseudorabies. Although we provided in
our interim rule that a premises that has
been depopulated of swine may not be
restocked for at least 30 days following
cleaning and disinfection, it was our
intent to also allow an official
pseudorabies epidemiologist to allow
restocking in less than 30 days or to
require a waiting period longer than 30

days as warranted or necessary. In this
amendment we are clarifying that
intent.

DATES: This amendment is effective
March 11, 1999. We invite you to
comment on Docket No. 98-123-2 as
amended by this docket. We will
consider all comments that we receive
by April 16, 1999.

ADDRESSES: Please send your comment
and three copies to: Docket No. 98-123—
2, Regulatory Analysis and
Development, PPD, APHIS, Suite 3C03,
4700 River Road, Unit 118, Riverdale,
MD 20737-1238.

Please state that your comment refers
to Docket No. 98—-123-2.

You may read any comments that we
receive on these dockets in our reading
room. The reading room is located in
room 1141 of the USDA South Building,
14th Street and Independence Avenue,
SW., Washington, DC. Normal reading
room hours are 8 a.m. to 4:30 p.m.,
Monday through Friday, except
holidays. To be sure someone is there to
help you, please call (202) 690-2817
before coming.

APHIS documents published in the
Federal Register, and related
information, including the names of
organizations and individuals who have
commented on APHIS rules, are
available on the Internet at http://
www.aphis.usda.gov/ppd/rad/
webrepor.html.

FOR FURTHER INFORMATION CONTACT: Dr.
Keith Hand, Senior Staff Veterinarian,
VS, APHIS, 4700 River Road Unit 41,
Riverdale, MD 20737-1231; (301) 734—
8073.

SUPPLEMENTARY INFORMATION:

Background

In an interim rule published in the
Federal Register on January 15, 1999,
and effective as of January 12, 1999 (64
FR 2545-2550, Docket No. 98-123-2),
we established animal health
regulations to provide for the payment
of indemnity by the United States
Department of Agriculture for the
voluntary depopulation of herds of
swine known to be infected with
pseudorabies. Although we provided in
our interim rule that a premises that has
been depopulated of swine may not be
restocked for at least 30 days following
cleaning and disinfection of the
premises, it was our intent to allow an
official pseudorabies epidemiologist to
allow restocking in less than 30 days or
to require a waiting period longer than
30 days before restocking.

We included the 30-day waiting
period in the interim rule in order to
ensure that the vacated premises was
completely free of the pseudorabies
virus before being repopulated with
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healthy animals. Generally, we consider
30 days to be a sufficient amount of time
for the elimination of any pseudorabies
virus that might remain on the premises
after cleaning and disinfection.
However, a premises that has been
adequately cleaned and disinfected
may, in some cases, not need a 30-day
waiting period to ensure that the virus
has been eliminated. Conversely, it is
possible that it might not be entirely
safe to restock a premises until more
than 30 days have elapsed following
cleaning and disinfection.

It was our intent to allow an official
pseudorabies epidemiologist familiar
with the individual premises and the
cleaning and disinfection done on that
premises to determine whether any
reduction or addition to the 30-day
waiting period was warranted or
advisable for that premises. Therefore,
we are adding language to §52.4 to
clarify that intent.

This technical amendment is
consistent with procedures outlined in
our ‘““State-Federal-Industry Program
Standards for Pseudorabies
Eradication.” (A copy of the standards
can be obtained by contacting the
person listed above under FOR FURTHER
INFORMATION CONTACT.) At the onset of
our accelerated pseudorabies
eradication program, we advised States
participating in the eradication program
that we would proceed in accordance
with our existing program standards.
The language we are adding to the
regulations is consistent with the
existing standards.

Comments sent to us on our January
15, 1999, interim rule (Docket No. 98—
123-2) were required to be received on
or before March 16, 1999. To allow the
public enough time to comment on this
technical amendment as it relates to the
interim rule, we are extending the
period during which we will accept
comments on Docket No. 98-123-2.

List of Subjects in 9 CFR Part 52

Animal diseases, Pseudorabies,
Swine, Indemnity payments,
Transportation.

Accordingly, we are amending 9 CFR
part 52 as follows:

PART 52—SWINE DESTROYED
BECAUSE OF PSEUDORABIES

1. The authority citation for part 52
continues to read as follows:

Authority: 21 U.S.C. 111-113, 114, 114a,
114a-1, 120, 121, 125, and 134b; 7 CFR 2.22,
2.80, and 371.2(d).

2. Section 852.4 is revised to read as
follows:

§52.4 Disinfection of premises,
conveyances, and materials.

All premises, including barns,
stockyards and pens, and all cars and
other conveyances, and the materials on
any premises or conveyances used to
house or transport swine for which
indemnity is paid under this part must
be cleaned and disinfected under the
supervision of an APHIS employee after
removal of the swine from the known
infected herd. Premises may be
restocked with swine 30 days following
an approved cleaning and disinfection,
unless an official pseudorabies
epidemiologist determines that a shorter
or longer period of time is adequate or
necessary to protect new animals
against infection. The owner to whom
the indemnity is paid will be
responsible for expenses incurred in
connection with the cleaning and
disinfection, except for cleaning and
disinfection of the conveyances used to
transport the swine to the location of
disposal.

Done in Washington, DC, this 11th day of
March 1999.

Craig A. Reed,

Administrator, Animal and Plant Health
Inspection Service.

[FR Doc. 99-6491 Filed 3-16-99; 8:45 am]
BILLING CODE 3410-34-P

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Parts 202, 240, 242 and 249

[Release No. 34-40760A; File No. S7-12—-
98]

RIN 3235-AH41

Regulation of Exchanges and
Alternative Trading Systems;
Correction

AGENCY: Securities and Exchange
Commission.

ACTION: Correction to final regulations.

SUMMARY: This document contains
corrections to the final regulations
which were published Tuesday,
December 22, 1998, (63 FR 70844). The
regulations related to regulation of
exchanges and alternative trading
systems.

EFFECTIVE DATE: April 21, 1999, except
88 242.301(b)(5)(i)(D) and (E) and

§8 242.301(b)(6)(i)(D) and (E), which
shall become effective on April 1, 2000.
FOR FURTHER INFORMATION CONTACT:
Kevin Ehrlich, Attorney, at (202) 942—
0778, Division of Market Regulation,
Securities and Exchange Commission,
450 Fifth Street, N.W., Washington, DC
20549-1001.

SUPPLEMENTARY INFORMATION:

Background

The final regulations that are the
subject of these corrections relate to the
regulation of exchanges and alternative
trading systems.

Need for Correction

As published, the final regulations
contain a rule designation which was
previously designated by another final
rule. In the final rules for OTC
derivatives dealers, published on
Tuesday, November 3, 1998, new Rule
17a—4(b)(10) was adopted and became
effective on January 4, 1999. The final
rules for the regulation of exchanges and
alternative trading systems erroneously
also designated a new Rule 17a—
4(b)(10). This correction redesignates
the Rule 17a—-4(b)(10) contained in the
regulation of exchanges and alternative
trading systems release as Rule 17a—
4(b)(11) and makes the necessary
changes throughout the release text and
final rules.

Under section 553(b), notice of
proposed rulemaking is not required
when the agency for good cause finds
that notice and public procedure
thereon are “impracticable,
unnecessary, or contrary to the public
interest.”” Because the amendments
adopted today are technical corrections
to clarify the rule designations, the
Commission finds that publishing the
amendments for comment would be
unnecessary. The rule being amended
was adopted after notice and the
opportunity for public comment.

Under section 553(d), publication of a
substantive rule not less than 30 days
before its effective date is required
except as otherwise provided by the
agency for good cause. For the same
reasons as described above with respect
to notice and opportunity for comment,
the Commission finds that there is good
cause for having the rule become
effective on April 21, 1999.

The Paperwork Reduction Act of
19951 does not apply to this rulemaking
since these correcting amendments do
not require any ‘‘collection of
information.”

Section 23(a)(2) of the Exchange Act?2
requires the Commission to consider the
anti-competitive effects of any rules it
adopts thereunder, and to balance them
against the benefits that further the
purposes of the Act. Furthermore,
section 2 of the Securities Act3 and
section 3 of the Exchange Act,4 as

144 U.S.C. 3501 et seq.
215 U.S.C. 78w(a)(2).
315 U.S.C. 77b.

415 U.S.C. 78c.
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amended by the recently enacted
National Securities Markets
Improvements Act of 1996,5 provide
that whenever the Commission is
engaged in rulemaking and is required
to consider or determine whether an
action is necessary or appropriate in the
public interest, the Commission shall
also promote efficiency, competition,
and capital formation. Because the
amendments here do not effect any
substantive change in the rules they do
not have any anti-competitive effects.
Because they correct mistakes or clarify
ambiguity present in the Commission’s
rules, they serve to promote efficiency,
competition, and capital formation, and
are therefore in the public interest.

Correction of Publication

Accordingly, the publication on
December 22, 1998 of the final
regulations which were the subject of
FR Doc. 98-33299 beginning on page
70844 is corrected as follows:

1. On page 70845 in the first column
under XIlI. in the table of contents, “‘D.
Rule 17a-4(b)(10)” is corrected to read
“D. Rule 17a—4(b)(11)".

2. On page 70909 in the second
column, line 11 of the last paragraph,
“17a-4(b)(10)” is corrected to read
“17a-4(b)(11)".

3. On page 70911 in the third column,
9th line from the bottom in the last
paragraph, “Rule 17a-4(b)(10)” is
corrected to read “‘Rule 17a—4(b)(11)".

4. On page 70913 in the second
column, heading “D. Rule 17a—4(b)(10)”
is corrected to read “D. Rule 17a—
4(b)(11)” and lines 5 and 11 of the last
paragraph, “Rule 17a—4(b)(10)” is
corrected to read “Rule 17a—4(b)(11)".

5. On page 70913 in the third column
in the first line, “Rule 17a—4(b)(10)” is
corrected to read “Rule 17a—4(b)(11)".

6. On page 70919 in the third column,
the last line of instruction 11,
“paragraph (b)(10)” is corrected to read
“paragraph (b)(11)".

7. On page 70920 in the first column
at the first line, the designation **(10)”
is corrected to read “*(11)”.

8. On page 70920 in the first column
in the first paragraph, lines 11 and 16,
*(b)(10)” is corrected to read “(b)(11)”.

Dated: March 11, 1999.

Jonathan G. Katz,

Secretary.

[FR Doc. 99-6411 Filed 3—-16—99; 8:45 am]
BILLING CODE 8010-01-P

SPub. L. 104-290, 106, 110 Stat. 3416 (1996).

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 201
[Docket No. 77N-094W]

Over-the-Counter Drug Products
Containing Analgesic/Antipyretic
Active Ingredients for Internal Use;
Required Alcohol Warning; Final Rule;
Compliance Date

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; compliance date.

SUMMARY: The Food and Drug
Administration (FDA) is establishing a
compliance date of October 22, 1999, for
the regulation that published in the
Federal Register of October 23, 1998 (63
FR 56789). The regulation established
warning statements that advise
consumers with a history of heavy
alcohol use to consult a physician for
advice about the use of OTC internal
analgesic/antipyretic drug products. The
compliance date applies to all affected
OTC drug products, whether marketed
with or without an approved
application. FDA is taking this action in
response to correspondence and a
citizen petition requesting more time to
relabel these products.

DATES: 21 CFR 201.322, published on
October 23, 1998 (63 FR 56789), is
effective April 23, 1999; but compliance
is not required until October 22, 1999.

FOR FURTHER INFORMATION CONTACT:
Gerald M. Rachanow, Center for Drug
Evaluation and Research (HFD-560),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-2307.

SUPPLEMENTARY INFORMATION:
I. Background

In the Federal Register of November
14, 1997 (62 FR 61041), FDA published
a proposed amendment of part 201 (21
CFR part 201) to establish alcohol
warnings for all OTC drug products
labeled for adult use containing internal
analgesic/antipyretic active ingredients.
The agency stated that it may change the
wording of the proposed warnings or
not require them as a result of
comments filed in response to the
proposal. Because it wished to
encourage the voluntary use of the
proposed warning statements, the
agency advised that manufacturers
would be given ample time after
publication of a final rule to use up any
labeling printed in conformance with
the proposal (62 FR 61041 at 61052).

In the Federal Register of October 23,
1998 (63 FR 56789), FDA issued a final
rule amending part 201 and establishing
in §201.322 a required alcohol warning
for OTC drug products containing
internal analgesic/antipyretic active
ingredients. The final rule requires
manufacturers to add certain new
warnings for any OTC drug product,
labeled for adult use, containing any
internal analgesic/antipyretic active
ingredients (including, but not limited
to, acetaminophen, aspirin, carbaspirin
calcium, choline salicylate, ibuprofen,
ketoprofen, magnesium salicylate,
naproxen sodium, and sodium
salicylate) alone or in combination and
marketed with or without an approved
application. The wording of the
warnings in the final rule was different
than the wording in the proposal. The
final rule specified an effective date of
April 23, 1999, for any OTC drug
product subject to this section.

1. Summary of Comments Received

In response to the final rule, the
agency received several comments (Ref.
1) and a citizen petition (Ref. 2)
requesting more time to implement the
new required alcohol warnings and a
mechanism by which manufacturers
may petition the agency for a variance
or extension of time to comply with the
regulation’s 6-month implementation
date. The comments were submitted by
several large manufacturers of brand
name OTC internal analgesic/antipyretic
drug products and a manufacturer of a
large number of private label OTC
internal analgesic/antipyretic drug
products. The comments stated that
relabeling procedures generally take
longer than the 6 months provided for
in the final rule and that the companies
simply lack the needed manpower and
equipment to comply by April 23, 1999.

The comments added that the
implementation period for the new rule
must ensure that label integrity is not
compromised or done haphazardly. The
comments stated that 6 months is an
insufficient period of time for a number
of companies to accomplish the
relabeling, and the short timeframe does
not promote emphasis on labeling
integrity and good manufacturing
practice compliance. All of the
comments expressed concern that
numerous products could become
unavailable and estimated significant
loss of inventory if required to
implement the labeling change by April
23, 1999.

One comment requested permission
to use up all existing supplies of
labeling that contain the precise alcohol
warning contained in an agency letter
dated March 14, 1996 (Ref. 3). Another
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comment, submitted by a manufacturer,
stated that it would implement the new
alcohol warnings by the effective date
and that other affected companies
should also be required to meet that
date (Ref. 4).

The agency held a public meeting on
January 20, 1999 (Ref. 5), to hear the
views of interested parties regarding the
implementation date of the rule. At this
meeting, one large private label
manufacturer of internal analgesic/
antipyretic drug products stated that it
would not be able to meet the April 23,
1999, implementation date, and that if
the deadline were not extended a real
possibility existed that there would be
a national shortage of certain products
that it manufactures. Another
manufacturer at the meeting stated that
it would be able to comply by the
implementation date.

I11. The Agency’s Response

As stated in the final rule, the agency
considers the lack of sufficient alcohol
warnings to be a significant public
health issue. However, additional
information (Refs. 6 through 11) that the
agency has obtained since publication of
the final rule suggests that the agency
may have underestimated the number of
individual label changes that some
manufacturers will have to make. This
information also indicates that there
may be a significantly greater disparity
in the effect of the required labeling
upon manufacturers than originally
anticipated. For these reasons, FDA now
believes that the original 6-month
implementation period would not
provide adequate time for many
manufacturers of affected products to
relabel a significant number of their
products and that strict adherence to the
April 23, 1999, effective date might
result in short-term shortages of some of
these important OTC drug products,
which are widely used by many
consumers. Consequently, the agency
believes that establishing a compliance
date for the regulation, until October 22,
1999, will provide sufficient time for
industry to implement the labeling
revisions required for these OTC
internal analgesic/antipyretic drug
products.

The agency does not believe that there
should be an open-ended period, as one
comment requested, to use up existing
supplies of labeling that contain an
alcohol warning that was implemented
voluntarily in response to an agency
letter dated March 14, 1996 (Ref. 3).
Rather, FDA believes that there should
be a date certain after which all
products initially introduced or initially
delivered for introduction into interstate
commerce contain the new warnings.

Further, because of the importance of
the alcohol warnings, the agency
continues to encourage all affected
manufacturers to bring their labeling
into compliance with the final rule as
promptly as possible.

Because this document merely
establishes a compliance date, FDA
finds that notice and comment
procedures are unnecessary and not in
the public interest (5 U.S.C. 553(b) and
(d)). Moreover, because of the need for
the agency to publish this document
before the original April 23, 1999,
effective date, notice and comment
rulemaking would be impracticable for
this document.

IV. Analysis of Impacts

The economic impact of the final
regulation was discussed in the final
rule (63 FR 56789 at 56798 to 56799).
This document will provide additional
time for companies to relabel affected
products and will reduce label
obsolescence, as there will be additional
time to use up more existing labeling.
Thus, setting a compliance date of
October 22, 1999, should reduce the
economic impact on industry
significantly.

FDA has examined the impacts of this
final rule (establishment of the
compliance date) under Executive Order
12866 and the Regulatory Flexibility Act
(5 U.S.C. 601-612). Executive Order
12866 directs agencies to assess all costs
and benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this final rule is consistent
with the regulatory philosophy and
principles set out in the Executive
Order. The final rule is not a significant
regulatory action as defined by the
Executive Order and so is not subject to
review under the Executive Order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. This final rule sets a
compliance date, which will provide
manufacturers additional time to use up
existing product labeling. Accordingly,
the agency certifies that the final rule
will not have a significant economic
impact on a substantial number of small
entities. Therefore, under the Regulatory
Flexibility Act, no further analysis is
required.

V. Paperwork Reduction Act of 1995

FDA concludes that the labeling
requirements in this document are not
subject to review by the Office of
Management and Budget because they
do not constitute a ““collection of
information’ under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.). Rather, the labeling statements
are a “‘public disclosure of information
originally supplied by the Federal
government to the recipient for the
purpose of disclosure to the public” (5
CFR 1320.3(c)(2)).

VI. Environmental Impact

The agency has determined under 21
CFR 25.31(c) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

VII. References

The following references are on
display in the Dockets Management
Branch (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, and may be
seen by interested parties between 9
a.m. and 4 p.m., Monday through
Friday.

1. Comment Nos. C20, C21, and C22,
Docket No. 77N-094W, Dockets Management
Branch.

2. Comment No. CP1, Docket No. 77N—
094W, Dockets Management Branch.

3. Letter from D. Bowen, FDA, to R. Soller,
Nonprescription Drug Manufacturers
Association, Coded LET2, Docket No. 77N—
094W, Dockets Management Branch.

4. Comment No. C19, Docket No. 77N—
094W, Dockets Management Branch.

5. Comment No. MM, Docket No. 77N—
094W, Dockets Management Branch.

6. Letter from K. Rothschild, FDA, to D.
Jespersen, Perrigo, coded LET3, Docket No.
77N-094W, Dockets Management Branch.

7. Letter from K. Rothschild, FDA, to H.
McCain, Whitehall-Robins, coded LET4,
Docket No. 77N-094W, Dockets Management
Branch.

8. Comment No. C23, Docket No. 77N—
094W, Dockets Management Branch.

9. Comment No. C24, Docket No. 77N—
094W, Dockets Management Branch.

10. Letter from K. Rothschild, FDA, to H.
McCain, Whitehall-Robins, coded LETS5,
Docket No. 77N-094W, Dockets Management
Branch.

11. Comment No. C25, Docket No. 77N—
094W, Dockets Management Branch.

Dated: March 11, 1999.
William K. Hubbard,
Acting Deputy Commissioner for Policy.
[FR Doc. 99-6447 Filed 3—-12-99; 12:40 pm]
BILLING CODE 4160-01-F
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Part 520

Oral Dosage Form New Animal Drugs;
Bacitracin Methylene Disalicylate
Soluble

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a supplemental new animal
drug application (NADA) filed by
Alpharma Inc. The supplemental NADA
provides for using soluble bacitracin
methylene disalicylate (BMD) powder to
make a medicated drinking water for
replacement chickens as an aid in the
prevention and control of necrotic
enteritis.

EFFECTIVE DATE: March 17, 1999.

FOR FURTHER INFORMATION CONTACT:
William T. Flynn, Center for Veterinary
Medicine (HFV-133), Food and Drug
Administration, 7500 Standish PlI.,
Rockville, MD 20855, 301-827-7570.

SUPPLEMENTARY INFORMATION: Alpharma
Inc., One Executive Dr., Fort Lee, NJ
07024, filed supplemental NADA 65—
470 that provides for use of BMDO
Soluble (BMD soluble powder) to make
a medicated drinking water for
replacement chickens. Medicated
drinking water containing the
equivalent of 100 milligrams (mg) of
bacitracin per gallon is used as an aid
in the prevention of necrotic enteritis
caused by Clostridium perfringens
susceptible to BMD. Medicated drinking
water containing the equivalent of 200
to 400 mg of bacitracin per gallon is
used as an aid in the control of necrotic
enteritis caused by C. perfringens
susceptible to BMD. The supplemental
NADA is approved as of February 2,
1999, and the regulations in §520.154a
(21 CFR 520.154a) are amended to
reflect the approval. The basis for
approval is discussed in the freedom of
information summary.

In addition, the specifications
paragraph is revised to reflect that the
200 grams per pound concentration has
been previously approved for use in all
species as in §520.154a(d).

In accordance with the freedom of
information provisions of 21 CFR part
20 and 514.11(e)(2)(ii), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch

(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, between 9
a.m. and 4 p.m., Monday through
Friday.

The agency has determined under 21
CFR 25.33(a)(1) that this action is of a
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

List of Subjects in 21 CFR Part 520

Animal drugs.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 520 is amended as follows:

PART 520—ORAL DOSAGE FORM
NEW ANIMAL DRUGS

1. The authority citation for 21 CFR
part 520 continues to read as follows:

Authority: 21 U.S.C. 360b.

§520.154a [Amended]

2. Section 520.154a Soluble bacitracin
methylene disalicylate is amended in
paragraph (a) by removing the phrase
“paragraphs (d)(3) and (d)(4)”” and by
adding in its place the phrase
“paragraph (d)”, and in paragraph (d)(2)
by removing the heading “‘Broiler
chickens’ and by adding in its place
“Broiler and replacement chickens”.

Dated: February 26, 1999.

Margaret Ann Miller,

Acting Director, Office of New Animal Drug
Evaluation, Center for Veterinary Medicine.

[FR Doc. 99-6458 Filed 3-16-99; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Parts 556 and 558

New Animal Drugs For Use In Animal
Feeds; Lasalocid

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a supplemental new animal
drug application (NADA) filed by Roche
Vitamins, Inc. The supplemental NADA
provides for use of a lower
concentration lasalocid Type A

medicated article to make a Type C
rabbit feed used for prevention of
coccidiosis and to provide for a
tolerance for drug residues in rabbits.

EFFECTIVE DATE: March 17, 1999.

FOR FURTHER INFORMATION CONTACT:
Estella Z. Jones, Center for Veterinary
Medicine (HFV-135), Food and Drug
Administration, 7500 Standish PI.,
Rockville, MD 20855, 301-827-7575.

SUPPLEMENTARY INFORMATION: Roche
Vitamins, Inc., 45 Waterview Blvd.,
Parsippany, NJ 07054-1298, filed
supplemental NADA 96-298 that
provides for use of Bovatecl (15 percent
lasalocid) in addition to previously
approved use of Avatecd (20 percent
lasalocid) Type A medicated articles to
make 113 grams per ton lasalocid Type
C rabbit feeds used for prevention of
coccidiosis caused by Eimeria stiedae.
The supplemental NADA is approved as
of February 5, 1999, and the regulations
are amended in 21 CFR 558.311(b)(4) to
reflect the approval. The basis of
approval is discussed in the freedom of
information summary.

At this time, the human food safety
data originally submitted in public
master file 5042 for use of lasalocid in
rabbits was reevaluated and a tolerance
for drug residues in edible rabbit tissues
is established in 21 CFR 556.347. Also,
that section is revised to reflect current
format.

In accordance with the freedom of
information provisions of 21 CFR part
20 and 514.11(e)(2)(ii), a summary of
safety and effectiveness data and
information submitted to support
approval of this supplemental
application may be seen in the Dockets
Management Branch (HFA-305), Food
and Drug Administration, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852,
between 9 a.m. and 4 p.m., Monday
through Friday.

The agency has determined under 21
CFR 25.33(a)(1) that this action is of a
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

List of Subjects

21 CFR Part 556
Animal drugs, Foods.

21 CFR Part 558

Animal drugs, Animal feeds.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
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CFR parts 556 and 558 are amended as
follows:

PART 556—TOLERANCES FOR
RESIDUES OF NEW ANIMAL DRUGS
IN FOOD

1. The authority citation for 21 CFR
part 556 continues to read as follows:

Authority: 21 U.S.C. 342, 360b, 371.

2. Section 556.347 is revised to read
as follows:

§556.347 Lasalocid.

(a) [Reserved]

(b) Tolerances—(1) Chickens. A
tolerance is established for lasalocid
residues of 0.3 part per million (ppm)
parent lasalocid (marker residue) in skin
with adhering fat (target tissue).

(2) Cattle. A tolerance is established
for lasalocid residues of 0.7 ppm parent
lasalocid (marker residue) in liver
(target tissue).

(3) Sheep. A tolerance for residues of
lasalocid is not needed.

(4) Rabbits. A tolerance is established
for lasalocid residues of 0.7 ppm parent
lasalocid (marker residue) in liver
(target tissue).

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

3. The authority citation for 21 CFR
part 558 continues to read as follows:

Authority: 21 U.S.C. 360b, 371.
4. Section 558.311 is amended by

revising paragraph (b)(4) to read as
follows:

§558.311 Lasalocid.

* * * * *

(b) * * *x

(4) 15 percent activity to No. 063238
for use in Type C rabbit feeds as in
paragraph (e)(1)(xvi) of this section and
for use in ruminant free-choice Type C
feeds as in paragraphs (€)(2) and (e)(3)
of this section.

* * * * *

Dated: February 23, 1999.
Andrew J. Beaulieu,

Acting Director, Office of New Animal Drug
Evaluation, Center for Veterinary Medicine.
[FR Doc. 99-6461 Filed 3—16-99; 8:45 am]

BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Part 558

New Animal Drugs For Use In Animal
Feeds; Monensin and Virginiamycin

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a new animal drug
application (NADA) filed by Elanco
Animal Health, a Division of Eli Lilly
and Co. The NADA provides for
combining approved monensin and
virginiamycin Type A medicated
articles to make combination drug Type
C medicated growing turkey feeds used
for prevention of certain forms of
coccidiosis and for increased rate of
weight gain and improved feed
efficiency.

EFFECTIVE DATE: March 17, 1999.

FOR FURTHER INFORMATION CONTACT:
Charles J. Andres, Center for Veterinary
Medicine (HFV-128), Food and Drug
Administration, 7500 Standish PlI.,
Rockville, MD 20855, 301-827-1600.

SUPPLEMENTARY INFORMATION: Elanco
Animal Health, a Division of Eli Lilly
and Co., Lilly Corporate Center,
Indianapolis, IN 46285, filed NADA
141-110 that provides for combining
approved monensin and virginiamycin
Type A medicated articles to make
combination drug Type C medicated
growing turkey feeds containing 54 to
90 grams per ton (g/t) monensin and 10
to 20 g/t virginiamycin. The Type C
medicated growing turkey feed is used
for the prevention of coccidiosis caused
by Eimeria meleagrimitis, E.
adenoeides, and E. gallopavonis, and for
increased rate of weight gain and
improved feed efficiency. The NADA is
approved as of January 29, 1999, and the
regulations are amended in 21 CFR
558.355 to reflect the approval.

In accordance with the freedom of
information provisions of 21 CFR part
20 and 514.11(e)(2)(ii), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, between 9
a.m. and 4 p.m., Monday through
Friday.

FDA has determined under 21 CFR
25.33(a)(2) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

List of Subjects in 21 CFR Part 558

Animal drugs, Animal feeds.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 558 is amended as follows:

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

1. The authority citation for 21 CFR
part 558 continues to read as follows:

Authority: 21 U.S.C. 360b, 371.

2. Section 558.355 is amended by
adding paragraph (f)(2)(iv) to read as
follows:

§558.355 Monensin.

* * * * *

(f)* * *

(iv) Amount per ton. Monensin, 54 to
90 grams, with virginiamycin, 10 to 20
grams.

(a) Indications for use. For the
prevention of coccidiosis caused by
Eimeria adenoeides, E. meleagrimitis,
and E. gallopavonis, and for increased
rate of weight gain and improved feed
efficiency in growing turkeys.

(b) Limitations. For growing turkeys
only. Feed continuously as sole ration.
Do not allow horses, other equines,
mature turkeys, or guinea fowl access to
feed containing monensin. Ingestion of
monensin by horses, mature turkeys,
and guinea fowl has been fatal. Some
strains of turkey coccidia may be
monensin tolerant or resistant.
Monensin may interfere with
development of immunity to turkey
coccidiosis. Virginiamycin as provided
by No. 000069 in §510.600(c) of this
chapter.

* * * * *

Dated: February 26, 1999.
Stephen F. Sundlof,

Director, Center for Veterinary Medicine.
[FR Doc. 99-6460 Filed 3—16-99; 8:45 am]

BILLING CODE 4160-01-F
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 52 and 81

[OH121-1a; FRL-6239-3]

Approval and Promulgation of
Implementations; Ohio; Designation of

Areas for Air Quality Planning
Purposes; Ohio

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: EPA is approving two
redesignation requests submitted by the
State of Ohio. This action, which was
requested on October 26, 1995,
redesignates Lake and Jefferson
Counties to attainment of National
Ambient Air Quality Standard (NAAQS)
for sulfur dioxide (SO>). EPA is also
approving the maintenance plans for
Lake and Jefferson Counties, to ensure
maintenance of the NAAQS, which
were submitted with the redesignation
requests. In conjunction with these
actions, EPA is also approving State-
adopted emission limits for the Eastlake
Plant (currently operated by First
Energy, formerly operated by Cleveland
Electric llluminating), and the Ohio
Rubber Company Plant, replacing
equivalent limits in the Federal
Implementation Plan (FIP) for Lake
County. In the proposed rules section of
this Federal Register, EPA is proposing
approval of, and soliciting comments
on, this approval. If adverse written
comments are received on this action,
EPA will withdraw this final rule and
address the comments received in
response to this action in a final rule
based on the related proposed rule. A
second public comment period will not
be held. Parties interested in
commenting on this action should do so
at this time.

DATES: This ““direct final”’ rule is
effective on May 17, 1999, unless EPA
receives adverse written comments by
April 16, 1999. If an adverse written
comment is received, EPA will publish
a timely withdrawal of the rule in the
Federal Register and inform the public
that rule will not take effect.

ADDRESSES: Written comments should
be sent to: J. EImer Bortzer, Chief,
Regulation Development Section. Air
Program Branch (AR-18)),
Environmental Protection Agency, 77
West Jackson Boulevard, Chicago,
Illinois 60604. Copies of the revision
request are available for inspection at
the following address: Environmental
Protection Agency, Region 5, Air and
Radiation Division, 77 West Jackson

Boulevard, Chicago, Illinois 60604. (It is
recommended that you telephone
Phuong Nguyen at (312) 886-6708
before visiting the Region 5 office.)

FOR FURTHER INFORMATION CONTACT:
Phuong Nguyen at (312) 886-6701.

SUPPLEMENTARY INFORMATION:

l. Background

The NAAQS for SO; consists of three
standards: Two primary standards for
the protection of public health and a
secondary standard for protection of
public welfare. The primary SO,
standards address 24-hour average and
annual average ambient SO
concentrations. The secondary standard
addresses 3-hr average ambient SO,
concentrations (See 40 CFR 50.2-50.5).

EPA promulgated the FIP regulations
in 1976. These regulations required
significant emission reductions at
specific facilities throughout the State in
order to attain and maintain the NAAQS
for SO,. On October 5, 1978, Lake and
Jefferson Counties (among others) were
designated nonattainment for the
primary standards. The State adopted its
own regulations in 1979, generally
imposing limits similar to those
promulgated in the FIP. The State
submitted these regulations for EPA
approval in 1980, including regulations
for Jefferson and Lake Counties. The
State withdrew its submittal with
respect to specified Lake County
sources, namely the Eastlake Plant
(formerly operated by Cleveland Electric
Illuminating company), the Ohio Rubber
Company Plant, and the Painesville
Municipal Plant boiler number 5. EPA
approved these regulations on January
27, 1981 (for Jefferson County, 46 FR
8481) and on April 20, 1982 (for Lake
County, 47 FR 16784). Revised
regulations for Jefferson County were
approved on December 9, 1996 (61 FR
52882). However, the federally
promulgated FIP regulations have
remained in effect for the above sources
in Lake County.

On October 26, 1995, Governor
Voinovich requested that EPA move
forward with redesignation to
attainment for all remaining SO
nonattainment areas within the State of
Ohio including Lake and Jefferson
Counties. On May 28, 1996, EPA
Administrator Browner sent a letter to
Governor Voinovich informing him that
the redesignation request depended on
approval of State adopted rules in place
of FIP rules. On July 30, 1996, the
Director of the Ohio Environmental
Protection Agency replied by objecting
to EPA’s position that such further
materials are a prerequisite for these
redesignations and requesting that EPA

reconsider its position regarding the
need for Ohio to adopt State rules to
replace Federal rules, prior to
redesignating several areas in Ohio to
attainment for sulfur dioxide. In a
September 25, 1996 letter to the State,
EPA reaffirmed its position. On August
20, 1998, Ohio submitted material
requested by EPA, including State
adopted limits, to support the State’s
requests to redesignate Lake and
Jefferson Counties to attainment with
respect to SOa.

The criteria for redesignation to
attainment are given in section 107
(d)(3)(E) of the Clean Air Act (Act). Of
particular note is section 107
(d)(3)(E)(ii), requiring that EPA has fully
approved the applicable plan. These
criteria will be discussed in more detail
below.

The sulfur dioxide nonattainment
area in Lake County is described as the
cities of Eastlake, Lakeline, Mentor
(north of US 20 and west of SR 306),
Timberlake and Willoughby (north of
US 20). The only major sulfur dioxide
source located within this area is the
Eastlake Plant. The State adopted
emission limits for sources at this
facility are equivalent to those found in
the FIP. Compliance with these limits
was determined by examining
information submitted in the facility’s
Title V permit application. The Ohio
Rubber Company plant and Painesville
Municipal Plant are located in the sulfur
dioxide attainment portion of Lake
county, and emissions of these sources
are not expected to have a significant
impact on air quality in the
nonattainment portion of the county.

The sulfur dioxide nonattainment
area in Jefferson county is described as
the cities of Steubenville and Mingo
Junction, and the townships of
Steubenville, Island Creek, Cross Creek,
Knox and Wells. The largest sulfur
dioxide sources located within this area
are the American Electric Powver,
Cardinal Power Plant and Tidd Plant,
both in Brilliant; The First Energy, W.H.
Sammis Plant in Stratton; The First
Energy, Toronto Plant, in Toronto; The
Wheeling-Pittsburgh Steel, Steubenville
South Plant, in Mingo Junction; and the
Wheeling-Pittsburgh Steel, Steubenville
North Plant, in Steubenville. The state
emission limits for sources at these
facilities were approved by EPA as part
of the State Implementation Plan (SIP),
effective January 27, 1981. Revised
limits for these sources were approved
on December 9, 1996. Compliance with
these limits was determined by
examining information submitted in the
sources’ title V permit applications.
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11. SIP Approval

On August 20, 1998, Ohio submitted
material including State adopted limits
for sources in Lake County. The State
requested approval of SIP limits for the
First Energy Eastlake Plant and the Ohio
Rubber Plant in place of federally
promulgated FIP limits.

Guidance relevant to the request at
issue is provided in a September 28,
1994 memorandum from the Director,
Air Quality Management Division,
Office of Air Quality Planning and
Standards, EPA, to the Director, Air and
Radiation Division, Region 5, entitled,
“Response to Request for Guidance on
Issues with Ohio Sulfur Dioxide Federal
Implementation Plan”. This memo set
forth three criteria to be met for the
approval of State limits that are
equivalent to existing FIP limits without
new modeling. Under the first two
criteria, there must be no known
inadequacy in the original attainment
demonstration. Under the third criteria,
the State limits must reflect no
relaxation of existing emission limits.
All three of these criteria are met by the
State promulgated SIP limits. Therefore,
the revised limits can be considered to
be adequate to assure attainment
without further modeling.
Consequently, EPA approves adopted
revisions to rule OAC 3745-18-49(G)
(the emission limitations for the First
Energy, Eastlake plant) and rule OAC
3745-18-49(H) (the emission
limitations for the Ohio Rubber
Company plant). These emission limits
are equivalent to the FIP limits for Lake
County.

As a result of the limits just
discussed, attainment in Lake County is
assured on the basis of State-adopted,
EPA-approved limits. Consequently,
there is no further need for a federally
promulgated limit, and the
corresponding FIP limits for these
sources in Lake County can be
rescinded.

I11. Maintenance Plan Approval

Ohio’s attainment plan for sulfur
dioxide provides for attainment even
with major sources emitting their
maximum allowable emissions.
Therefore, maintenance is provided by
assuring that minor source impacts do
not increase significantly. The principal
minor sources are distant point sources
and diesel vehicles. Title IV reductions
and the required national conversion to
low sulfur diesel fuel were the
identified maintenance provisions
contained in the approved redesignation
for Washington and Morgan counties in
1994 (59 FR 48403). These reductions
will also be realized in the other

nonattainment counties; therefore, this
maintenance plan can also be applied
for these counties. These reductions in
minor source emissions, in combination
with the limits on major source
emissions, are expected to provide for
continued attainment in Jefferson and
Lake Counties. Therefore, EPA approves
the maintenance plan for these two
counties.

IVV. Redesignation Evaluation Criteria

Section 107(d)(3)(E) of the Act, as
amended in 1990, establishes
requirements to be met before an area
may be redesignated from
nonattainment to attainment. The
criteria used to review redesignation
requests are derived from the Act. An
area can be redesignated to attainment
if the following conditions are met: (A)
The area has attained the applicable
NAAQS; (B) The area has a fully
approved SIP under section 110(k) of
the Act; (C) The EPA has determined
that the improvement in air quality in
the area is due to permanent and
enforceable emission reductions; (D)
EPA has determined that the
maintenance plan for the area has met
all of the requirements of the section
175A of the Act; and, (E) The state has
met all requirements applicable to the
area under section 110 and part D of the
Act.

A. Demonstrated Attainment of the
NAAQS

As explained in an April 21, 1983,
memorandum ‘““Section 107 Designation
Policy Summary” from the Director of
the Office of Air Quality Planning and
Standards, eight consecutive quarters of
data showing SO, NAAQS attainment
are required for redesignation. A
violation of NAAQS occurs when more
than one exceedance of the SO, NAAQS
is recorded in any year (40 CFR 50.4).
Ohio’s August 3, 1998, submittal
provided ambient monitoring data
showing that Lake and Jefferson
Counties have met the NAAQS for the
years 1992-1998, the most recent
consecutive years with quality-assured
monitoring data. There has not been a
monitored violation of the NAAQS for
sulfur dioxide within the state for over
15 years.

Dispersion modeling is commonly
used to demonstrate attainment of the
SO, NAAQS. A September 4, 1992 EPA
policy memorandum on “procedures for
processing requests to redesignate areas
to attainment” explains that additional
dispersion modeling is not required in
support of an SO, redesignation request
if an adequate modeled attainment
demonstration is submitted and
approved as part of the implemented

SIP, and no indication of an existing air
quality deficiency exists. Modeling was
performed in 1976 to show that, under
all allowed operating scenarios, the
emission limit in these two counties’
SO, SIPs would lead to attainment and
maintenance of the SO, standards.
These approvals were based on
modeling showing that compliance with
the submitted limits would assure
attainment of the standards. Therefore,
an important part of Ohio’s August 20,
1998 submittal was evidence that
sources are complying with applicable
limits. This evidence is in the form of
certifications of compliance by the
affected sources, pursuant to
certification requirements of Title V.
Based on this evidence, EPA concludes
that emissions are sufficiently low as to
assure attainment throughout the areas
currently designated nonattainment.

B. Fully Approved SIP

The SIP for the area at issue must be
fully approved under section 110(k) of
the Act and must satisfy all
requirements that apply to the area.
EPA’s guidance for implementing
section 110 of the Act is discussed in
the General Preamble to Title | (44 FR
20372, April 14, 1979, and 57 FR 13498,
April 16, 1992). The SO, SIP for
Jefferson County and for most of Lake
County met the requirements of section
110 of the Act and were approved by
EPA on January 27, 1981 (46 FR 8481)
and on April 20, 1982 (47 FR 16784),
respectively. Also on December 9, 1996,
EPA approved a SIP revision submitted
by State of Ohio which amends the SO
regulations applying to First Energy’s
Sammis and Toronto Plants in Jefferson
County. This revision involves reverting
to an emission limit option presented in
the FIP for Jefferson County. State limits
for the remainder of Lake County
(except for the Painesville Municipal
Plant) are being approved in this
rulemaking. The SIP supplemented a set
of general Statewide SO, limitations
with a set of individual emission limits
for specific sources in the respective
counties.

C. Permanent and Enforceable
Reductions in Emissions

Lake and Jefferson Counties’
attainment of the SO, standards can be
attributed to the implementation of the
SO, SIP controls and other permanent
emission reductions. On January 27,
1981 and also on April 20, 1982, EPA
approved the control strategies and
emissions limits in Ohio’s SO SIP for
Jefferson and for Lake (except for
Eastlake plant, Ohio Rubber Company
plant, and Painesville Municipal plant
boiler number 5) Counties respectively,
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which rendered them federally
enforceable. The regulations are
permanent, and any future revisions to
the rules must be submitted to and
approved by EPA.

The major emissions of SO, in
Jefferson County are due to power
plants and steelmaking operations and
the major emissions of SO in Lake
County are due to power plant and
combustion sources. The reductions in
SO, emissions are due primarily to the
conversion of some fuel-burning sources
to lower sulfur content fuels, and to the
shutdown of various types of sources.
The use of lower-sulfur “cleaner” fuels
is reflected in the facilities” air permits
and federally enforceable SIP
regulations.

D. Fully Approved Maintenance Plan

As discussed above, EPA has
concluded that the combination of
limitations on maximum allowable
emissions from major point sources and
implementation of programs that will
yield reductions in minor source
emissions will assure maintenance of
the standards.

E. Part D and Other Section 110
Requirements

EPA approved the SO, SIPs for
Jefferson County on January 27, 1981,
and later on December 9, 1996, and for
Lake County on April 20, 1982. Several
of the section 110 requirements were
revised in the 1990 amendments to the
Act. These existing SIPs conform with
the new provisions of the Act. The plans
provide for the implementation of
reasonably available control measures
for SO2 under Ohio’s SIP rule. As
required by part D of the Act, Ohio has
a fully approved and implemented New
Source Review Plan. The existing
Prevention of Significant Deterioration
program, which was federally delegated
for all attainment areas, will apply in all
of Lake and Jefferson Counties
subsequent to redesignation.

V. Final Rulemaking Action

EPA has completed an analysis of the
SIP revision request based on a review
of material presented, and has
determined that the revisions for the
First Energy Eastlake plant and Ohio
Rubber Company Plant are approvable.
In addition, EPA is also approving the
SO, maintenance plan for Lake and
Jefferson Counties, which were
submitted with the redesignation
request, as adequately ensuring that
attainment will be maintained. Finally,
EPA is approving redesignation requests
from the State of Ohio which were
submitted on October 26, 1995 and is
redesignating those portions of Lake and

Jefferson counties currently designated
nonattainment to attainment for SO-.

EPA is publishing this action without
prior proposal because EPA views this
as a noncontroversial revision and
anticipates no adverse comments.
However, in a separate document in this
Federal Register publication, EPA is
proposing to approve the State Plan
should adverse written comments be
filed. This action will be effective
without further notice unless EPA
receives relevant adverse written
comment by April 16, 1999. Should
EPA receive such comments, it will
publish a final rule informing the public
that this action will not take effect. Any
parties interested in commenting on this
action should do so at this time. If no
such comments are received, the public
is advised that this action will be
effective on May 17, 1999.

VI. Administration Requirements
A. Executive Order 12866

The office of Management and Budget
(OMB) has exempted this regulatory
action from Executive Order (E.O.)
12866, entitled ‘“Regulatory Planing and
Review.”

B. Executive Order 12875: Enhancing
Intergovernmental Partnerships

Under E.O. 12875, EPA may not issue
a regulation that is not required by
statute and that creates a mandate upon
a state, local or tribal government,
unless the Federal government provides
the funds necessary to pay the direct
compliance cost incurred by those
governments. If the mandate is
unfunded , EPA must provide to the
OMB a description of the extent of
EPA’s prior consultation with
representatives of affected State, local
and tribal governments, the nature of
their concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition, E.O.
12875 requires EPA to develop an
effective process permitting elective
official and other representatives of
State, local and tribal governments “‘to
provide meaningful and timely input in
the development of regulatory proposals
containing significant unfunded
mandates.” Today’s rule does not create
a mandate on State, local or tribal
governments. The rule does not imposes
any enforceable duties on these entities.
Accordingly, the requirements of
section 1(a) of E.O. 12875 do not apply
to this rule.

C. Executive Order 13084: Consultation
and Coordination With Indian Tribal
Governments

Under E.O. 13084, EPA may not issue
aregulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
these communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If the mandate is
unfunded, EPA must provide to the
OMB in a separately identified section
of the preamble to the rule, a
description of the extent of EPA’s prior
consultation with representatives of
affected tribal governments, a summary
of the nature of their concerns, and a
statement supporting the need to issue
the regulation. In addition, E.O. 13084
requires EPA to develop an effective
process permitting elected and other
representatives of Indian tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory policies on matters that
significantly or uniquely affect their
communities.” Today’s rule does not
significantly or uniquely affect the
communities of Indian tribal
governments. Accordingly, the
requirements of section 3(b) of E.O.
13084 do not apply to this rule.

D. Executive Order 13045

Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997),
applies to any rule that: (1) is
determined to be “‘economically
significant” as defined under E.O.
12866, and (2) concerns an
environmental health or safety risk that
EPA has reason to believe may have a
disproportionate effect on children. If
the regulatory action meets both criteria,
the Agency must evaluate the
environmental health or safety effects of
the planned rule on children, and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternative
considered by the Agency. EPA
interprets E.O. 13045 as applying only
to those regulatory actions that are
based on health or safety risks, such that
the analysis required under section 5—
501 of the Order has the potential to
influence the regulation. This action is
not subject to E.O. 13045 because it
approves a state rule implementing a
previously promulgated health or safety-
based Federal standard, and preserves
the existing level of pollution control for
the affected areas.
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E. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
generally requires an agency to conduct
a regulatory flexibility analysis of any
rule subject to notice and comment
rulemaking requirements unless the
agency certifies that the rule will not
have a significant economic impact on
a substantial number of small entities.
Small entities include small businesses,
small not-for-profit enterprises, and
small governmental jurisdictions. This
final rule will not have a significant
impact on a substantial number of small
entities because plan approvals under
section 110 do not create any new
requirements but simply approve
requirements that the State is already
imposing. Therefore, because the federal
approval does not create any new
requirements, | certify that this action
will not have a significant economic
impact on a substantial number of small
entities. Moreover, due to the nature of
the Federal-state relationship under the
CAA preparation of a flexibility analysis
would constitute Federal inquiry into
the economic reasonableness of state
action. The CAA forbids EPA to base its
actions on such grounds. Union Electric
Co., v. U.S. EPA, 427 U.S. 246, 255-66
(1976); 42 U.S.C. 7410(a)(2).

F. Unfunded Mandates

Under section 202 of the Unfunded
Mandates Reform Act of 1995
(“Unfunded Mandates Act”), signed
into law on March 22, 1995, EPA must
prepare a budgetary impact statement to
accompany any proposed or final rule
that includes a Federal mandate that
may result in estimated annual cost to
State, local, or tribal governments in the
aggregate; or to private sector, of $100
million or more. Under Section 205,
EPA must select the most cost-effective
and least burdensome alternative that
achieves the objectives of the rule and
is consistent with statutory
requirements. Section 203 requires EPA
to establish a plan for informing and
advising any small governments that
may be significantly or uniquely
impacted by the rule.

The EPA has determined that the
approval action promulgated does not
include a Federal mandate that may
result in estimated annual cost of $100
million or more to either State, local, or
tribal governments in the aggregate, or
to the private sector. This Federal action
approves pre-existing requirements
under State or local law, and imposes
no new requirements. Accordingly, no
additional costs to State, local, or tribal
governments, or to the private sector,
result from this action.

G. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each house of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to the publication of the
rule in the Federal Register. A major
rule cannot take effect until 60 days
after it is published in the Federal
Register. This rule is not a ““‘major rule”
as defined by 5 U.S.C. 804(2).

H. Petitions for Judicial Review

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by May 17, 1999. Filing a
petition for reconsideration by the
administrator of this final rule does not
affect the finality of this rule for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements. (See section
307(b)(2).)

List of Subjects
40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Reporting and recordkeeping
requirements, Sulfur dioxide.

40 CFR Part 81

Air pollution control, National parks,
Wilderness areas.
Dated: February 26, 1999.
Jo Lynn Traub,
Acting Regional Administrator, Region 5.
For the reasons stated in the
preamble, chapter I, title 40 of the Code

of Federal Regulations is amended as
follows:

PART 52—[AMENDED]
1. The authority citation for part 52
continues to read as follows:
Authority: 42 U.S.C. 7401 et seq.

2. Section 52.1870 is amended by
adding (c)(118) to read as follows:

§52.1870 Identification of plan.
* * * * *
(o] * * *

(118) On October 26, 1995, and
August 20, 1998, Ohio submitted
material including State adopted limits
for Lake County, and requested approval
of limits for the Ohio First Energy
Eastlake Plant and the Ohio Rubber
Company Plant.

(i) Incorporation by reference

(A) Rule 3745-18-49 (G) and (H) of
the Ohio Administrative Code, effective
May 11, 1987.

3. Section 52.1881 is amended by
revising paragraphs (a)(4) and (a)(8) and
adding paragraph (a)(13) to read as
follows:

§52.1881 Control strategy; Sulfur oxide
(sulfur dioxide).

(a) * X *

(4) Approval-EPA approves the sulfur
dioxide emission limits for the
following counties: Adams County
(except Dayton Power & Light-Stuart),
Allen County (except Cairo Chemical),
Ashland County, Ashtabula County,
Athens County, Auglaize County,
Belmont County, Brown County, Carroll
County, Champaign County, Clark
County, Clermont County, (except
Cincinnati Gas & Electric-Beckjord),
Clinton County, Columbiana County,
Coshocton County, (except Columbus &
Southern Ohio Electric-Conesville),
Crawford County, Darke County,
Defiance County, Delaware County, Erie
County, Fairfield County, Fayette
County, Fulton County, Gallia County
(except Ohio Valley Electric Company-
Kyger Creek and Ohio Power-Gavin),
Geauga County, Greene County,
Guernsey County, Hamilton County,
Hancock County, Hardin County,
Harrison County, Henry County,
Highland County, Hocking County,
Holmes County, Huron County, Jackson
County, Jefferson County, Knox County,
Lake County (except Painesville
Municipal Plant boiler number 5) ,
Lawrence County (except Allied
Chemical-South Point), Licking County,
Logan County, Lorain County (except
Ohio Edison-Edgewater, Cleveland
Electric llluminating-Avon Lake, U.S.
Steel-Lorain, and B.F. Goodrich), Lucas
County (except Gulf Oil Company,
Coulton Chemical Company, Phillips
Chemical Company and Sun Oil
Company), Madison County, Marion
County, Medina County, Meigs County,
Mercer County, Miami County, Monroe
County, Morgan County, Montgomery
County (except Bergstrom Paper, Miami
Paper, Bergstrom Paper, Morrow
County, Muskingum County, Noble
County, Ottawa County, Paulding
County, Perry County, Pickaway
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County, Pike County (except
Portsmouth Gaseous Diffusion Plant),
Portage County, Preble County, Putnam
County, Richland County, Ross County
(except Mead Corporation), Sandusky
County (except Martin Marietta
Chemicals), Scioto County, Seneca
County, Shelby County, Trumbull
County, Tuscarawas County, Union
County, Van Wert County, Vinton
County, Warren County, Washington
County (except Shell Chemical), Wayne
County, Williams County, Wood County
(except Libbey-Owens-Ford Plants Nos.
4 and 8 and No. 6), and Wyandot
County.

* * * * *

(8) No Action-EPA is neither
approving nor disapproving the
emission limitations for the following

Light-Stuart), Allen County (Cairo
Chemical), Butler County, Clermont
County (Cincinnati Gas & Electric-
Beckjord), Coshocton County (Columbus
& Southern Ohio Electric-Conesville),
Cuyahoga County, Franklin County,
Gallia County (Ohio Valley Electric
Company-Kyger Creek, and Ohio Power-
Gavin), Lake County (Painesville
Municipal Plant boiler number 5),
Lawrence County (Allied Chemical-
South Point), Lorain County (Ohio
Edison-Edgewater Plant, Cleveland
Electric Illuminating Avon Lake, U.S.
Steel-Lorain, and B.F. Goodrich), Lucas
County (Gulf Oil Company, Coulton
Chemical Company, Phillips Chemical
Company and Sun Oil Company),
Mahoning County, Montgomery County
(Bergstrom Paper and Miami Paper),
Pike County (Portsmouth Gaseous

Company), and Wood County (Libbey-
Owens-Ford Plants Nos. 4 and 8 and No.
6).

* * * * *

(13) In a letter dated October 26, 1995,
Ohio submitted a maintenance plan for
sulfur dioxide in Lake and Jefferson
Counties.

* * * * *

PART 81—[AMENDED]

1. The authority citation for part 81
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart K K—Ohio

2. In §81.336 the table entitled “Ohio
SOy" is revised to read as follows:

counties on sources pending further Diffusion Plant), Stark County, §81.336 Ohio.
review: Adams County (Dayton Power & Washington County (Shell Chemical * * * * *
OHIO—SO>
Does not Does not
Better than
. meet meet Cannot be :
Designated area primary secondary classified s?:rslc(i)grills
standards standards
ALNENS COUNLY <.ttt e sttt e e skt e e e ehbe e e e bbe e e et b e e e sabbeeesnnraeeasnnaeane X
Clermont County X
COolUMDBIANA COUNLY ..ottt sinesneesineenne | eeneesreesineenines | eeesieenireesineans X
Coshocton County:

Franklin TOWNSKHIP ..cc.veiiiiiiiee et X1

The remainder of COShOCION COUNLY .......ooiiiiiiiiiiiiiieiie et sreene | cenreeseeenieenines | rresireeseesineens | eeeieeneesneenens X1
Cuyahoga County:

The Cities of Bay Village, Westlake, North Olmsted, Olmsted Falls, Rock River,

Fairview Park, Berea, Middleburg Hts., Strongsville, North Royalton, Broadview
Hts., Brecksville and the Townships of Olmsted and Riveredge .........cc.cccovcviies | vevrieenieiiins | eeerienieeiienie | cvveeeiee e X

The remainder of Cuyahoga COUNLY ........ccocuiiiiiiiiieiieiiee et
Gallia County:

AddISON TOWNSNID ettt e et e e sbe e e e e ne e e e anne e s

The remainder of Gallia COUNLY .......coiiiiiiiiiii e X1
GIEENE COUNLY  ..eiiiiieiiiiiite et ettt e ettt e e s e e e e e e e e s et e e e e e e sa e e et e e e s annnnneeeeeaennnnns X
Hamilton County:

The City of Cincinnati bounded on the west by 175 and U.S. Route 127, and on

the south by the Ohio and Little Miami Rivers; the Cities of Norwood, Fairfax,
Silverton, Golf Manor, Amberly, Deer Park, Arlington Heights, Elwood Place,
AN St. BEINAIT ....oveiiiiieieceeee et nne e s | eereeeenneneennen | eereseennnneennen | eereeeenreneenen X1

The remainder of HAmMIltoN COUNLY ......c.oeiiiiiiiiiiiic e sereesineees | eereeessneeesnnes | eeesnneessineenses | eeeessnessnnneees X1
Jefferson County:

Cities of Steubenville & Mingo Junction, Townships of Steubenville, Island Creek,

Cross Creek, KNoxX and WEIIS .........ccoviiiiiiiiiiiieeee et X

The remainder of Jefferson County X1
Lake County:

The Cities of Eastlake, Timberlake, Lakeline, Willoughby (north of U.S. 20), and

Mentor (north of U.S. 20 west of S.R. 306) X

The remainder of Lake County ........c..cccocevvnene X
Lorain County:

Area bounded on the north by the Norfolk and Western Railroad Tracks, on the

east by State Route 301 (Abbe Road), on the south by State Route 254, and
on the west by Oberlin Road

The remainder of LOrain COUNLY .......coiiiiiiiiiieeiiiieesiiieesieeessiveeesiveeessneessnnsesssnnnes | eesesessssesssssens | eeesssseessssnnensss | seeeesssneeesseeees X
Lucas County:

The area east of Rte. 23 & west of eastern boundary of Oregon Township ..........

The remainder of LUCAS COUNLY ......veiiiiiieiiiie et X1
Mahoning County ..........cccocceveenveeeniinenn. X
Montgomery County ..... X
Morgan County ............. X

Center TOwnship ....ccocevvceeeviieeeennen. X1

The remainder of Morgan County X1
Summit County:
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OHI0O—SO>—Continued

Does not Does not
Better than
. meet meet Cannot be f
Designated area primary secondary | classified s?a?r?(?gre(ljls
standards standards
Area bounded by the following lines—North—Interstate 76, East—Route 93,
South—Vanderhoof Road, West—Summit CoUNtY LINE ........cccoioiiiiiiiiiiiiiiiiiiie | eerreeniieiiieniies | eeenieeseesieeens | eevieenieeseeenens X
Area bounded by the following lines—North—Bath Road (48 east to Route 8,
Route 8 north to Barlow Road, Barlow Road east to county line, East—Sum-
mit/Portage County line, South Interstate 76 to Route 93, Route 93 south to
Route 619, Route 619 east to County line, West-Summit/Medina County line ... 2 2 2 2
Entire area northwest of the following line Route 80 east to Route 91, Route 91
NOIth 10 the COUNLY lINE ....iiiiiiiiiiiie e eieesnes | ieesreeseesnieens | eeenieesineeneesine | erbeesineeseesees X3
The remainder of SUMMIt COUNLY ....ccociiiiiiiiiiiiiiiiee e sreene | ceireeseeeseenines | ovresireeseesineen | eeeireeneeeineenens X4
TrUMBUIL COUNLY oottt et st sbe e ib e eabeesbeeens X
Washington County ........ X
Waterford Township X
The remainder of Washington County ... X
All other counties in the State 0f ONIO ........ccccveriiiiiiieee e X1

1EPA designation replaces State designation.

2This area remains undesignated at this time as a result of a court remand in PPG Industries, Inc. vs. Costle, 630 F.2d 462 (6th Cir. 1980).
3This area was affected by the Sixth Circuit Court remand but has since been designated.
4The area was not affected by the court remand in PPG Industries, Inc. vs. Costle, 630 F.2d 462 (6th Cir. 1980).

[FR Doc. 99-6256 Filed 3—16—99; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 62
[PA-107-4066¢; FRL—6311-3]

Approval and Promulgation of State
Air Quality Plans for Designated
Facilities and Pollutants; Allegheny
County, Pennsylvania; Control of
Landfill Gas Emissions from Existing
Municipal Solid Waste Landfills

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: EPA is approving a municipal
solid waste landfill (MSW) 111(d) plan
submitted by the Commonwealth of
Pennsylvania Department of
Environmental Protection (PADEP) on
behalf of the Allegheny County Health
Department (ACHD) for the purpose of
controlling MSW landfill gas emissions
from existing facilities. The plan was
submitted to fulfill requirements of the
Clean Air Act (CAA). The Allegheny
County plan establishes landfill gas
emissions limits for existing MSW
landfills, and provides for the
implementation and enforcement of
those limits.

EFFECTIVE DATE: This final rule is
effective on April 16, 1999.

ADDRESSES: Copies of the documents
relevant to this action are available for
public inspection during normal
business hours at the Air Protection
Division, U.S. Environmental Protection

Agency, Region Ill, 1650 Arch Street,
Philadelphia, Pennsylvania 19103; and
Allegheny County Health Department,
Bureau of Environmental Quality,
Division of Air Quality, 301 39th Street,
Pittsburgh, Pennsylvania 15201.

FOR FURTHER INFORMATION CONTACT:
James B. Topsale, P.E., at (215) 814—
2190, or by e-mail at
topsale.jim@.epa.gov.

SUPPLEMENTARY INFORMATION:
I. Background

On April 10, 1998 (63 FR 17683), EPA
published a direct final rule for
approval of the MSW landfill 111(d)
plan submitted by the PADEP on behalf
of ACHD. EPA concurrently published a
proposed rule on April 10, 1998 (63 FR
17793) to allow interested parties to
submit comments. During the public
comment period, EPA received one
adverse comment from Browning-Ferrris
Industries, Inc. As a result, EPA
withdrew the direct final rule granting
approval of the MSW landfill 111(d)
plan for Allegheny County on June 18,
1998 (63 FR 33250).

On June 16, 1998, EPA published in
the Federal Register (63 FR 32743) a
direct final action which amends,
corrects errors, and clarifies the
regulatory text of the ““Standards of
Performance for New Stationary Sources
and Guidelines for Control of Existing
Sources: Municipal Solid Waste
Landfills,” which was promulgated on
March 12, 1996. The Background
section of the amended rule (63 FR
32744) states, ‘‘These changes do not
significantly modify the requirements of
the regulation.” No adverse comments
were received on the amended landfill

rule, and as a result, it became effective
on August 17, 1998.

I1. Response to Public Comments

During the public comment period
offered on the approval of the Allegheny
County MSW landfill 111(d) plan, EPA
received an adverse comment from
Browing-Ferris Industries, Inc. opposing
approval of the Allegheny County
portion of the Commonwealth of
Pennsylvania’s plan. The following
paragraphs present the commenter’s
remarks and EPA’s responses.

Comment: On May 12, 1998, the
commenter noted that the effective date
specified in “*Section G. Compliance
Schedule” of the direct final rule can be
no sooner than the date of Federal
Register publication, April 10, 1998.
The direct final rule states: “The final
compliance date and enforceable
increments of progress under the 111(d)
plans are tied to the effective date of the
County’s MSW landfill regulation
(Article XXI, section 2105.73).”” The
table ““Reporting and Required
Increments of Progress,” which appears
in Section G, indicates that the first
compliance/reporting deadline pursuant
to the emission guidelines (EG) is
“Within 90 days of the effective date of
Article XXI Regulation*.”” The footnote
(*) states that “The regulation became
effective on August 15, 1997.”
According to the commenter, use of the
state/county effective date to trigger
subsequent requirements is inconsistent
with previous EPA approvals under 40
CFR Part 60, Subpart Cc, and with
proposed revisions to the landfill new
source performance standards/emission
guidelines (NSPS/EG). Also, the
Pennsylvania Air Pollution Control Act
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(Section 4004.2(b)) prohibits the state
from establishing more stringent
requirements than the federal
government. The commenter identified
four EPA 111(d) plan approvals,
excluding Allegheny County, to support
his argument that the EG “effective
date” is not established by the effective
date of the state/local regulation.
Furthermore, the commenter noted that
a Title V application should not be due
until one year plus 90 days from April
10, 1998, and that installation/operation
of an EG compliant gas collection/
control system should not be required
until three years plus ninety days from
April 10, 1998. To support his position,
the commenter referenced the pending
amended EG provision, 40 CFR
60.32c(c), relating to Title V permits,
that was negotiated under the lawsuit
settlement over the MSW Landfill
NSPS/EG [National Solid Waste
Management Association v. Browner
No. 96-1152 (D.C. Cir)].

EPA’s Response: It appears the
commenter has misinterpreted the
requirements of the EG, as amended,
and EPA’s approval with respect to
compliance schedule requirements for
Allegheny County’s 111(d) plan
landfills. Any ambiguity in the text of
the direct final rule published on April
10, 1998 that may have caused
confusion should now be clarified with
the discussion below.

A state’s 111(d) plan must include a
compliance schedule that landfill
owners/operators must meet. Most
states have proposed that the initial
design capacity and NMOC emissions
rate report must be submitted 90 days
after EPA approval of their 111(d) plans.
The promulgated landfill EG require the
same reporting and record keeping as
the related NSPS. However, the EG do
not stipulate when the initial NMOC
emissions and design capacity reports
are due for existing landfills. Even if a
date were clearly specified in the EG,
states can exercise their own judgement
as to when the initial reporting
requirement must be met, providing the
requirement is no less stringent than
that in the EG. EPA has no
documentation that the Allegheny
County landfill regulation violates any
of the requirements of the Pennsylvania
Air Pollution Control Act (Section
4004.2(b)). Based on our review of the
public participation documents
submitted with Allegheny County’s
111(d) plan, the issues now raised by
the commenter in his May 12, 1998
comments to EPA were not raised by
that commenter, or anyone else, during
the 111(d) plan public comment period.
Furthermore, none of these comments or
concerns were identified in the PADEP

submittal of the Allegheny County MSW
landfill 111(d) plan to EPA.

Although the 111(d) plan increments
of progress are tied to the effective date
of the County’s MSW landfill regulation,
the controlling date that triggers and
defines the required increments of
progress dates, from the time of
submittal of the design plan to final
source compliance, is the date when the
NMOC emissions rate is first calculated
to exceed 50 Mg/yr. This is clearly
noted in “‘Section G. Compliance
Schedule” of the direct final rule.
Nevertheless, the design capacity and
initial NMOC emission rate reports were
due within 90 days of the effective date
(i.e., August 15, 1997) of the Article XXI
Regulation.

EPA has been involved in litigation
over the requirements of the MSW
landfill EG and NSPS since the summer
of 1996. On November 13, 1997, EPA
issued a notice of proposed settlement
in National Solid Wastes Management
Association v. Browner No. 96-1152
(D.C. Cir), in accordance with Section
113(g) of the Act. (See 62 FR 60898.) It
is important to note that the proposed
settlement did not vacate or void the
March 12, 1996 MSW landfill EG or
NSPS. Pursuant to the proposed
settlement agreement, EPA published a
direct final rulemaking on June 16,
1998, in which EPA amends 40 CFR
Part 60, Subparts Cc and WWW, to add
clarifying language, make editorial
amendments, and to correct
typographical errors. One particular
clarification addresses the commenters
concern regarding the date when Title V
applications are due. Specifically,
60.32c(c), as amended, makes it clear
that EG sources will not become subject
to the requirement to apply for a Title
V permit until 90 days after the effective
date of EPA’s approval of a state’s
111(d) plan. (See 63 FR 32743-32753,
32783-32784.) EPA regulations at 40
CFR 60.23(a)(2) provide that a state has
nine months to adopt and submit any
necessary state plan revisions after
publication of a final revised emission
guideline document. Thus, states are not
yet required to submit state plan
revisions to address the June 16, 1998
direct final amendments in the EG. In
addition, as stated in the June 16, 1998
rule’s preamble, the changes to 40 CFR
Part 60, Subparts Cc and WWW, do not
significantly modify the requirements of
those subparts. (See 63 FR 32744.)
Accordingly, the MSW landfill EG
published on March 12, 1996, was used
as a basis by EPA for review of state
111(d) plan submittals.

I11. Final Action

Based upon the rationale discussed in
the proposed and related direct final
rulemaking (63 FR 17793 and 17683,
April 10, 1998), EPA is approving the
Allegheny County portion of the
Pennsylvania MSW landfill 111(d) plan.
As provided by 40 CFR 60.28(c), any
revisions to the Allegheny County
portion of the plan or associated
regulations will not be considered part
of the applicable plan until submitted
by PADEP in accordance with 40 CFR
60.28(a) or (b), as applicable, and until
approved by EPA .

IV. Administrative Requirements
A. Executive Orders 12866

The Office of Management and Budget
(OMB) has exempted this regulatory
action from review under Executive
Order (E.O.) 12866, entitled ‘“‘Regulatory
Planning and Review.”

B. Executive Order 12875

Under E.O. 12875, EPA may not issue
a regulation that is not required by
statute and that creates a mandate upon
a state, local, or tribal government,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by those
governments. If EPA complies by
consulting, E.O. 12875 requires EPA to
provide to the Office of Management
and Budget a description of the extent
of EPA’s prior consultation with
representatives of affected state, local,
and tribal governments, the nature of
their concerns, copies of written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition, E.O.
12875 requires EPA to develop an
effective process permitting elected
officials and other representatives of
state, local, and tribal governments ‘‘to
provide meaningful and timely input in
the development of regulatory proposals
containing significant unfunded
mandates.” Today'’s rule does not create
a mandate on state, local or tribal
governments. The rule does not impose
any enforceable duties on these entities.
Accordingly, the requirements of
Section 1(a) of E.O. 12875 do not apply
to this rule.

C. Executive Order 13045

E.O. 13045, entitled ““Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997), applies to any rule that
the EPA determines (1) is ““‘economically
significant,” as defined under E.O.
12866, and (2) the environmental health
or safety risk addressed by the rule has
a disproportionate effect on children. If
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the regulatory action meets both criteria,
the Agency must evaluate the
environmental health or safety effects of
the planned rule on children and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternatives
considered by the Agency. This final
rule is not subject to E.O. 13045 because
it is not an economically significant
regulatory action as defined by E.O.
12866, and it does not address an
environmental health or safety risk that
would have a disproportionate effect on
children.

D. Executive Order 13084

Under E.O. 13084, EPA may not issue
a regulation that is not required by
statute, that significantly affects or
uniquely affects the communities of
Indian tribal governments, and that
imposes substantial direct compliance
costs on those communities, unless the
Federal government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If EPA complies by
consulting, E.O. 13084 requires EPA to
provide to the Office of Management
and Budget, in a separately identified
section of the preamble to the rule, a
description of the extent of EPA’s prior
consultation with representatives of
affected tribal governments, a summary
of the nature of their concerns, and a
statement supporting the need to issue
the regulation. In addition, E.O. 13084
requires EPA to develop an effective
process permitting elected and other
representatives of Indian tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory policies on matters that
significantly or uniquely affect their
communities.” Today’s rule does not
significantly or uniquely affect the
communities of Indian tribal
governments. This action does not
involve or impose any requirements that
affect Indian Tribes. Accordingly, the
requirements of section 3(b) of E.O.
13084 do not apply to this rule.

E. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
generally requires an agency to conduct
a regulatory flexibility analysis of any
rule subject to notice and comment
rulemaking requirements unless the
agency certifies that the rule will not
have a significant economic impact on
a substantial number of small entities.
Small entities include small businesses,
small not-for-profit enterprises, and
small governmental jurisdictions.
Pursuant to section 605 (b) of the RFA
I certify that this rule will not have a
significant economic impact on a

substantial number of small entities.
This Federal action approves pre-
existing requirements under Federal,
State, or Local law and imposes no new
requirements on any entity affected by
this rule, including small entities.
Therefore, these amendments will not
have a significant impact on a
substantial number of small entities.

F. Unfunded Mandates

Under Section 202 of the Unfunded
Mandates Reform Act of 1995
(“Unfunded Mandates Act”), signed
into law on March 22, 1995, EPA must
prepare a budgetary impact statement to
accompany any proposed or final rule
that includes a Federal mandate that
may result in estimated annual costs to
State, local, or tribal governments in the
aggregate; or to a private sector, of $100
million or more. Under Section 205,
EPA must select the most cost-effective
and least burdensome alternative that
achieves the objectives of the rule and
is consistent with statutory
requirements. Section 203 requires EPA
to establish a plan for informing and
advising any small governments that
may be significantly or uniquely
impacted by the rule. EPA has
determined that the approval action
promulgated does not include a Federal
mandate that may result in estimated
annual costs of $100 million or more to
either State, local, or tribal governments
in the aggregate, or to the private sector.
This Federal action approves pre-
existing requirements under State or
local law, and imposes no new
requirements. Accordingly, no
additional costs to State, local, or tribal
governments, or to the private sector,
result from this action.

G. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

H. Petitions for Judicial Review

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of

this action to approve the Allegheny
County portion of the Pennsylvania
MSW landfill 111(d) plan must be filed
in the United States Court of Appeals
for the appropriate circuit by May 17,
1999. Filing a petition for
reconsideration by the Administrator of
this final rule does not affect the finality
of this rule for the purposes of judicial
review nor does it extend the time
within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to
enforce its requirements. (See section
307(b)(2).)

List of Subjects in 40 CFR Part 62

Environmental protection,
Administrative practice and procedure,
Air pollution control, Intergovernmental
relations, Non-methane organic
compounds, Methane, Municipal solid
waste landfills, Hydrocarbons,
Reporting and record keeping
requirement.

Dated: March 9, 1999.
Thomas Voltaggio,
Acting, Regional Administratopr, Region Ill.

40 CFR Part 62, Subpart NN, is
amended as follows:

PART 62—[AMENDED]

1. The authority citation for Part 62
continues to read as follows:

Authority: 42 U.S.C. 7401-7671q.
Subpart NN—Pennsylvania

2. Subpart NN is amended by adding
a new center heading and §§62.9630,
62.9631, and 62.9632 to read as follows:

Landfill Gas Emissions From Existing
Municipal Solid Waste Landfills
(Section 111(d) Plan)

§62.9630

Section 111(d) plan for municipal
solid waste landfills and the associated
Allegheny County Health Department
Regulation in Article XXI, §2105.73, as
submitted on October 23, 1997, by the
Commonwealth of Pennsylvania.

Identification of plan.

§62.9631

The plan applies to all Allegheny
County, Pennsylvania, existing
municipal solid waste landfills for
which construction, reconstruction, or
modification was commenced before
May 30, 1991 and that has accepted
waste at any time since November 8,
1987 or that has additional capacity
available for future waste deposition, as
described in 40 CFR part 60, subpart Cc.

Identification of sources.
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§62.9632 Effective date.

The effective date of the plan for
municipal solid waste landfills is April
16, 1999.

[FR Doc. 99-6500 Filed 3—16-99; 8:45 am]
BILLING CODE 6560-50-U

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[OPP-300530A; FRL-6052-3]

RIN 2070-AB78

Potato Leaf Roll Virus Resistance
Gene (also known as orfl/orf2 gene);

Exemption from the Requirement of a
Tolerance

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule; Technical
amendment.

SUMMARY: EPA is issuing a technical
amendment to a tolerance exemption it
published in the Federal Register on
August 15, 1997 (62 FR 43650). This
technical amendment changes the name
of the active ingredient from “Replicase
Protein of Potato Leaf Roll Virus and the
genetic material necessary for it’s
production” to ““Potato Leaf Roll Virus
Resistance Gene (also known as orfl/
orf2 gene) and the genetic material
necessary for it's production.” This
action is requested by Monsanto
Company, who originally filed the
pesticide petition requesting an
exemption from the requirement of a
tolerance for residues of the biological
pest control agent under the name
“Replicase Protein of Potato Leaf Roll
Virus and the genetic material necessary
for it’s production.” The change was
suggested by the Agency as a result of
the review of data which indicated that
the former active ingredient, Replicase
Protein of Potato Leaf Roll Virus and the
genetic material necessary for it’s
production, was not solely responsible
for providing the plant product with its’
pesticidal properties (i.e., resistance to
infection by the Potato Leaf Roll Virus).
Changing the active ingredient name in
no way changes the findings,
determinations, or effects of the
originally issued final rule published in
the Federal Register of August 15, 1997
(62 FR 43650).

DATES: This regulation is effective
March 17, 1999. Objections and requests
for hearings must be received by EPA on
or before May 17, 1999.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number [OPP-300530A],

must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees) and
forwarded to: EPA Headquarters
Accounting Operations Branch, OPP
(Tolerance Fees), P.O. Box 360277M,
Pittsburgh, PA 15251. A copy of any
objections and hearing requests filed
with the Hearing Clerk identified by the
docket control number, [OPP-00530A],
must also be submitted to: Public
Information and Records Integrity
Branch, Information Resources and
Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, Crystal Mall #2,
1921 Jefferson Davis Hwy., Arlington,
VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
electronic objections and hearing
requests must be submitted as an ASCII
file avoiding the use of special
characters and any form of encryption.
Copies of electronic objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 file
format or ASCII file format. All copies
of electronic objections and hearing
requests must be identified by the
docket number [OPP-300530A]. No
Confidential Business Information (CBI)
should be submitted through e-mail.
Copies of electronic objections and
hearing requests on this rule may be
filed online at many Federal Depository
Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Linda Hollis, Product Manager
(PM) 90, Biopesticides and Pollution
Prevention Division (7511C),
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number and
e-mail address: 9th fl., Crystal Mall #2
1921 Jefferson Davis Hwy., Arlington,
VA 22202, (703)308-8733. e-mail:
hollis.linda@epamail.epa.gov.

SUPPLEMENTARY INFORMATION:
I. Background

In the Federal Register of June 25,
1997 (62 FR 34283-34286) (FRL-5728—
4), EPA issued a notice pursuant to
section 408 of the Federal Food, Drug,
and Cosmetic Act (FFDCA), 21 U.S.C.

346a(e) announcing the filing of a
pesticide tolerance petition by
Monsanto Company, St. Louis,
Missouri. This notice included a
summary of the petition prepared by the
petitioner and this summary contained
conclusions and arguments to support
its conclusion that the petition
complied with the Food Quality
Protection Act (FQPA) of 1996. The
petition requested that 40 CFR part 180
be amended by establishing an
exemption from the requirement of a
tolerance for residues of the biological
pest control agent Replicase Protein of
Potato Leaf Roll Virus and the genetic
material necessary for it’s production in
or on all food commodities. EPA
published a final rule establishing a
tolerance exemption in the Federal
Register on August 15, 1997 (62 FR
43650) (FRL-5738-3) amending 40 CFR
180.1183. An amendment to this
petition and thus the final rule
establishing a tolerance exemption, was
requested by Monsanto Company to
change the name of the active ingredient
from the above to Potato Leaf Roll Virus
Resistance Gene (also known as orfl/
orf2 gene) and the genetic material
necessary for it’s production. This
request came at the suggestion of the
Agency as a result of the review of data
which indicated that the former active
ingredient, ‘““‘Replicase Protein of Potato
leaf Roll Virus and the genetic material
necessary for it's production,” was not
solely responsible for providing the
plant with it’s pesticidal properties (i.e.,
resistance to infection by the Potato Leaf
Roll Virus). A change in the name of the
active ingredient will in no way amend
the text of the original petition or EPA’s
findings, conclusions or determinations
as described in the August 15, 1997
Final Rule (62 FR 43650). Additionally,
a change in the name of the active
ingredient does not affect and/or
compromise the Agency’s original
dietary risk exposure assessment which
concluded that the active ingredient
posed no dietary risk of concern under
normal conditions. Therefore, this
technical amendment only changes in
the name of the active ingredient. All
other text remains the same as in the
final rule of August 15, 1997 (62 FR
43650) which amended 40 CFR
180.1183. For the reasons set forth
above, EPA believes that it is approprate
to issue this rule as a technical
amendment. Because this amendment
makes a minor corrective change to an
existing regulation and has no
substantive impact, EPA has determined
that good cause exists to dispense with
the notice and comment provisions of
the Administrative Procedure Act (APA)
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pursuant to 5 U.S.C. 553(b)(B). Section
408 of the FFDCA provides that the
Administrator, before issuing a
comment unless the Administrator for
good cause finds that it would be in the
public interest to provide a shorter
period. EPA has determined that there
is good cause for making today’s rule
final without prior proposal and
opportunity for comment because EPA
is merely correcting the name of a
chemical for which a tolerance
exemption has already been issued.
Thus, notice and public procedure are
unnecessary. The Agency finds that this
constitutes good cause under section
408(e)(2). Under section 408(g)(1) of the
FFDCA, today’s rule is effective upon
publication.

I1. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to *“‘object” to a regulation
for an exemption from the requirement
of a tolerance issued by EPA under new
section 408(d)and as was provided in
the old section 408 and in section 409.
However, the period for filing objections
is 60 days, rather than 30 days. EPA
currently has procedural regulations
which governs the submission of
objections and hearing requests. These
regulations will require some
modification to reflect the new law.
However, until those modifications can
be made, EPA will continue to use those
procedural regulations with appropriate
adjustments to reflect the new law.

Any person may, by May 17, 1999,
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
under the “ADDRESSES” section (40
CFR 178.20). A copy of the objections
and/or hearing requests filed with the
hearing clerk should be submitted to the
OPP docket for this rulemaking. The
objections submitted must specify the
provisions of the regulation deemed
objectionable and the grounds for the
objections (40 CFR 178.25). Each
objection must be accompanied by the
fee prescribed by 40 CFR 180.33(i). If a
hearing is requested, the objections
must include a statement of the factual
issues(s) on which a hearing is
requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). A request for a hearing
will be granted if the Administrator
determines that the material submitted
shows the following: There is a genuine
and substantial issue of fact; there is a
reasonable possibility that available
evidence identified by the requestor

would, if established resolve one or
more of such issues in favor of the
requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.
A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

I11. Public Record and Electronic
Submissions

EPA has established a record for this
rulemaking under docket control
number [OPP-300530A]. A public
version of this record, including
printed, paper versions of electronic
comments, which does not include any
information claimed as CBI, is available
for inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency,
Crystal Mall #2, 1921 Jefferson Davis
Hwy., Arlington, VA 22202.

Electronic comments can be sent
directly to EPA at:

opp-docket@epamail.epa.gov

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above, is kept in
paper form. Accordingly, in the event
there are objections and hearing request,
EPA will transfer any copies of
objections and hearing requests received
electronically into printed, paper form
as they are received and will place the
paper copies in the official rulemaking
record. The official rulemaking record is
the paper record maintained at the
Virginia address in “ADDRESSES” at
the beginning of this document.

IV. Regulatory Assessment
Requirements

This final rule does not impose any
new requirements. It only implements a
technical correction to the Code of

Federal Regulations (CFR). As such, this
action does not require review by the
Office of Management and Budget
(OMB) under Executive order 12866,
entitled Regulatory Planning and
Review (58 FR 51735, October 4, 1993),
the Paperwork Reduction Act (PRA), 44
U.S.C. 3501., or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1991).
This action does not impose any
enforceable duty, contain any unfunded
mandate, or impose any significant or
unique impact on small governments as
described in the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require prior
consultation with State, local, and tribal
government officials as specified by
Executive Order 12875, entitled
Enhancing the Intergovernmental
Partnership (58 FR 58093, October 28,
1993) and Executive Order 13084,
entitled Consultation and Coordination
with Indian Tribal Governments (63 FR
27655, May 19, 1998), or special
consideration of environmental justice
related issues under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994). This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Pub. L. 104-113, section 12(d)
(15 U.S.C. 272 note). In addition, since
this action is not subject to notice-and-
comment requirements under the
Administrative Procedure Act (APA) or
any other statute, it is not subject to the
regulatory flexibility provisions of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.)

V. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. Section 808 allows
the issuing agency to make a good cause
finding that notice and public
determinations must be supported by a
brief statement 5 U.S.C. 808(2). EPA has
made such a good cause finding for this
final rule, and established an effective
date of March 17, 1999. Pursuant to 5
U.S.C 808(2), this determination is
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supported by the brief statement in Unit
I. of this preamble. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 2, 1999.

Janet L. Andersen,

Director, Biopesticides and Pollution
Prevention Division, Office of Pesticide
Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180— [AMENDED]

1. The authority citation for part 180
continues to read as follows:
Authority: 21 U.S.C. 321(q), 346a and 371.

2. Section 180.1183 is revised to read
as follows:

§180.1183 Potato Leaf Roll Virus
Resistance Gene (also known as orfl/orf2
gene) and the genetic material necessary
for it’s production; Exemption from the
requirement of a tolerance.

An exemption from the requirement
of a tolerance is established for residues
of the biological plant pesticide Potato
Leaf Roll Virus Resistance Gene (also
known as orfl/orf2 gene) and the
genetic material necessary for its
production.

[FR Doc. 99-6176 Filed 3—16-99; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300810; FRL—6068-4]
RIN 2070-AB78

Propiconazole; Establishment of Time-
Limited Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
time-limited tolerances for combined
residues of propiconazole, 1-[[2-(2,4-
dichlorophenyl)-4-propyl-1,3-dioxolan-
2-yllmethyl]-1H-1,2,4-triazole, and its

metabolites determined as 2,4-
dichlorobenzoic acid and expressed as
parent compound in or on corn, peanuts
and pineapples. Novartis Crop
Protection, Inc. requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act, as amended by
the Food Quality Protection Act of 1996.
The tolerances will expire on December
31, 2000.

DATES: This regulation is effective
March 17, 1999. Objections and requests
for hearings must be received by EPA on
or before May 17, 1999.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number [OPP-300810],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled *“Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300810, must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, Crystal Mall #2,
1921 Jefferson Davis Hwy., Arlington,
VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epa.gov. Copies of electronic
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 or
ASCII file format. All copies of
electronic objections and hearing
requests must be identified by the
docket control number [OPP-300810].
No Confidential Business Information
(CBI) should be submitted through e-
mail. Copies of electronic objections and
hearing requests on this rule may be
filed online at many Federal Depository
Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Mary L. Waller, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Rm. 249,

Crystal Mall #2, 1921 Jefferson Davis
Hwy., Arlington, VA, (703) 308-9354,
waller.mary@epa.gov.

SUPPLEMENTARY INFORMATION: In the
Federal Register of November 20, 1998
(63 FR 64498) (FRL-6042-1), EPA
issued a notice pursuant to section 408
of the Federal Food, Drug, and Cosmetic
Act (FFDCA), 21 U.S.C. 3464, as
amended by the Food Quality Protection
Act of 1996 (FQPA) (Pub. L. 104-170)
announcing the filing of pesticide
petitions (PP) for tolerances by Novartis
Crop Protection, Inc., P.O. Box 18300,
Greensbhoro, NC 27419. This notice
included a summary of the petitions
prepared by Novartis Crop Protection,
Inc., the registrant. There were no
comments received in response to the
notice of filing.

The petitions requested that 40 CFR
180.434 be amended by establishing
time-limited tolerances for combined
residues of the fungicide propiconazole,
1-[[2-(2,4-dichlorophenyl)-4-propyl-1,3-
dioxolan-2-yllmethyl]-1H-1,2,4-triazole
and its metabolites determined as 2,4-
dichlorobenzoic acid and expressed as
parent compound on corn, fodder at 12
parts per million (ppm); corn, forage at
12 ppm; corn, grain at 0.1 ppm; corn,
sweet (kernels plus cobs with husks
removed) at 0.1 ppm; peanuts at 0.2
ppm; peanuts, hay at 20 ppm; pineapple
at 0.1 ppm and pineapple, fodder at 0.1
ppm. These proposed tolerances will
expire on December 31, 2000 and will
replace previously established
tolerances which expired on December
31, 1998.

I. Background and Statutory Findings

Section 408(b)(2)(A)(i) of the FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is *‘safe.”
Section 408(b)(2)(A)(ii) defines ‘‘safe” to
mean that “there is a reasonable
certainty that no harm will result from
aggregate exposure to the pesticide
chemical residue, including all
anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. . ..”

EPA performs a number of analyses to
determine the risks from aggregate
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exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 and a
complete description of the risk
assessment process, see the final rule on
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7).

I1. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action.
EPA has sufficient data to assess the
hazards of propiconazole and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for
time-limited tolerances for combined
residues of propiconazole, 1-[[2-(2,4-
dichlorophenyl)-4-propyl-1,3-dioxolan-
2-yllmethyl]-1H-1,2,4-triazole and its
metabolites determined as 2,4-
dichlorobenzoic acid and expressed as
parent compound on corn, fodder at 12
parts per million (ppm); corn, forage at
12 ppm; corn, grain at 0.1 ppm; corn,
sweet (kernels plus cobs with husks
removed) at 0.1 ppm; peanuts at 0.2
ppm; peanuts, hay at 20 ppm; pineapple
at 0.1 ppm and pineapple, fodder at 0.1
ppm. EPA’s assessment of the dietary
exposures and risks associated with
establishing the tolerances follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by propiconazole
are discussed in this unit.

1. Acute toxicity data were as follows:
acute oral LDsp = 1,517 m/kg (toxicity
category I1l); acute dermal LDso > 4,000
mg/kg (toxicity category Ill); acute
inhalation LCso = 1.26 mg/L; primary
eye irritation - clear by 72 hours
(toxicity category Ill); primary skin
irritation - slight irritation (toxicity
category 1V); and dermal sensitization -
negative.

2. A developmental toxicity study
with rats which were gavaged with
doses of 0, 30, 90 or 360/300 mg/kg/day.
The developmental no observed adverse
effect level (NOAEL) was 30 mg/kg/day.
Evidence of developmental toxicity
observed at the 90 mg/kg/day level
lowest observed adverse effect level
(LOAEL) included statistically
significant increased incidence of

unossified sternebrae, and nominally
increased rudimentary ribs, and
shortened or absent renal papillae. The
maternal NOAEL was 30 mg/kg/day and
the maternal LOAEL was 90 mg/kg/day
based on reduced body weight gain and
occurrence of rales in 1/24 females.

3. A developmental toxicity study
with rabbits which were gavaged with
doses of 0, 30, 90, or 180 mg/kg/day
with no evidence of maternal or
developmental toxicity observed under
the conditions of the study.

4. A developmental toxicity study
with rabbits which were gavaged with
doses of 0, 100, 250, or 400 mg/kg/day
on gestation days 7 through 19 with no
developmental toxicity observed under
the conditions of the study. The
maternal NOAEL was 100 mg/kg/day
and the maternal LOAEL was 250 mg/
kg/day based on decreased food
consumption, weight gain, and an
increase in the number of resorptions at
the higher dose levels. The
developmental NOAEL was 400 mg/kg/
day.

5. A 2-generation reproduction study
with rats fed diets containing 0, 1, 100,
500 or 2,500 ppm showed no
reproductive effects under the
conditions of the study. The
developmental NOAEL was 500 ppm
(equivalent to 25 mg/kg/day), and the
developmental LOAEL was 2,500 ppm
(equivalent to 125 mg/kg/day) based on
decreased offspring survival, body
weight depression, and increased
incidence of hepatic lesions in rats. The
parental NOAEL was 100 ppm
(equivalent to 5 mg/kg/day) and the
parental LOAEL was 500 ppm
(equivalent to 25 mg/kg/day) based on
increased incidence of hepatic cell
change.

6. A 1-year feeding study with dogs
fed diets containing 0, 5, 50, or 250 ppm
with a NOAEL of 50 ppm (equivalent to
1.25 mg/kg/day). The LOAEL was 250
ppm (equivalent to 6.25 mg/kg/day
based on mild irritation of stomach
mucosa.

7. A 2—year chronic feeding/
carcinogenicity study with rats fed diets
containing 0, 100, 500, or 2,500 ppm
with a systemic NOAEL of 100 ppm
(equivalent to 5 mg/kg/day) based on
hepatocyte changes in males at the 500
ppm level and in both sexes at the 2,500
ppm level. There were no carcinogenic
effects observed under the conditions of
the study.

8. A 2—year chronic feeding/
carcinogenicity study with mice fed
diets containing 0, 100, 500, or 2,500
ppm with a systemic NOAEL of 100
ppm (equivalent to 15 mg/kg/day) based
on decreased body weight, and
increased liver lesions and liver weight

in males. There was a statistically
significant increase in combined
adenomas and carcinomas of the liver in
male mice at the 2,500 ppm level
(equivalent to 375 mg/kg/day).

9. A battery of mutagenicity studies to
determine the potential of
propiconazole to induce gene mutation,
chromosomal aberrations, and other
genotoxic effects were all negative.

B. Toxicological Endpoints

1. Acute toxicity. The acute reference
dose (RfD) is 0.3 mg/kg/day based on
the NOAEL of 30 mg/kg/day from a
developmental toxicity study in rats and
using an uncertainty factor (UF) of 100.

2. Short- and intermediate-term
toxicity. For short- and intermediate-
term dermal margin of exposure (MOE)
calculations, the developmental NOAEL
of 30 mg/kg/day from a developmental
toxicity study in rats was selected. For
short- and intermediate-term inhalation
MOE calculations the NOAEL of 92.8
mg/kg/day (0.5 mg/L), the highest dose
tested, from a 5—day inhalation toxicity
study was selected.

3. Chronic toxicity. EPA has
established the RfD for propiconazole at
0.013 milligrams/kilogram/day (mg/kg/
day). This RfD is based on a 1-year
feeding study in dogs with a NOAEL of
1.25 mg/kg/day and an uncertainty
factor of 100. The LOAEL of 6.25 mg/
kg/day was based on mild irritation of
the gastric mucosa.

4. Carcinogenicity. Propiconazole has
been classified as a Group C, “‘possible
human carcinogen”, chemical. The
Cancer Peer Review Committee
recommended using the RfD approach
for quantification of human risk.

C. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.434) for the combined residues
of propiconazole, 1-[[2-(2,4-
dichlorophenyl)-4-propyl-1,3-dioxolan-
2-yllmethyl]-1H-1,2,4-triazole and its
metabolites determined as 2,4-
dichlorobenzoic acid and expressed as
parent compound, in or on a variety of
raw agricultural commodities. Among
these tolerances are stone fruits, various
grain crops, grass, bananas, celery,
mushrooms and pecans. Tolerances
have also been established for meat,
milk, poultry and eggs. Risk assessments
were conducted by EPA to assess
dietary exposure from propiconazole as
follows:

Section 408(b)(2)(E) authorizes EPA to
use available data and information on
the anticipated residue levels of
pesticide residues in food and the actual
levels of pesticide chemicals that have
been measured in food. If EPA relies on
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such information, EPA must require that
data be provided 5 years after the
tolerance is established, modified, or
left in effect, demonstrating that the
levels in food are not above the levels
anticipated. Following the initial data
submission, EPA is authorized to
require similar data on a time frame it
deems appropriate. As required by
section 408(b)(2)(E), EPA will issue a
data call-in for information relating to
anticipated residues to be submitted no
later than 5 years from the date of
issuance of this tolerance.

Section 408(b)(2)(F) states that the
Agency may use data on the actual
percent of food treated for assessing
chronic dietary risk only if the Agency
can make the following findings: That
the data used are reliable and provide a
valid basis to show what percentage of
the food derived from such crop is
likely to contain such pesticide residue;
that the exposure estimate does not
underestimate exposure for any
significant population subgroup; and if
data are available on pesticide use and
food consumption in a particular area,
the exposure estimate does not
understate exposure for the population
in such area. In addition, the Agency
must provide for periodic evaluation of
any estimates used. To provide for the
periodic evaluation of the estimate of
percent of crop treated as required by
the section 408(b)(2)(F), EPA may
require registrants to submit data on
percent of crop treated.

Percent of crop treated estimates are
derived from Federal and private market
survey data, which are reliable and have
a valid basis. Typically, a range of
estimates are supplied and the upper
end of this range is assumed for
exposure assessment. By using this
upper end estimate of percent of crop
treated, the Agency is reasonably certain
that the percentage of the food treated
is not likely to be an underestimated.
Regional consumption information and
consumption information for significant
population subgroups is taken into
account through EPA’s computer-based
model for evaluating the exposure of
significant population subgroups
including several regional groups. Use
of this consumption information in
EPA'’s risk assessment process ensures
that EPA’s exposure estimate does not
understate exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available information on the
regional consumption of food to which

propiconazole may be applied in a
particular area.

The Agency used percent of crop
treated (PCT) information as follows:
The percent crop treated data used in
the risk estimates for propiconazole for
the crops for which tolerances are being
established are: corn, 6%; pineapples,
100%; and peanuts, 1%. Percent crop
treated data was used in determinations
for several crops for which tolerances
are already established (pecans,
peaches, rice, rye and wheat).

i. Acute exposure and risk. Acute
dietary risk assessments are performed
for a food-use pesticide if a toxicological
study has indicated the possibility of an
effect of concern occurring as a result of
a 1-day or single exposure. The acute
dietary (food only) risk assessment used
the theoretical maximum residue
contribution (TMRC), individual food
consumption data as reported in the
USDA Nationwide Food Consumption
Survey (NFCS) which accumulates
exposure to propiconazole from each
commodity, and the assumption that
100% of the crops were treated with
propiconazole. This risk assessment
used high-end exposure estimates and
should be viewed as a conservative risk
assessment which overestimates the
risk. The acute dietary exposure for the
only population subgroup of concern,
females 13 years and older, used 3.3%
of the acute RfD of 0.3 mg/kg/day. The
acute dietary risk (food only) does not
exceed the Agency’s level of concern.

ii. Chronic exposure and risk. The
chronic dietary risk assessment used the
RfD of 0.013 mg/kg/day. EPA used data
from the USDA NFCS, and made partial
refinements to the exposure
assumptions. Tolerance level residues
were used for corn, pineapples and
peanuts. Percent of crop treated
estimates were made for corn (6%),
pineapple (100%) and peanuts (1%o).
For some of the other crops included in
the analysis, anticipated residue levels
and percent crop treated estimates were
used. The existing propiconazole
tolerances (published and pending,
including tolerances for emergency
exemptions) resulted in exposure
estimates that are equivalent to the
following percentages of the RfD: U.S.
population (48 states), 7%; non-nursing
infants less than 1 year old, 20%;
children 1-6 years old, 13%; children 7-
12 years old, 9%; all other subgroups, 6-
9%. EPA generally has no concern for
exposures below 100% of the chronic
RfD (when the FQPA factor has been
removed) because this RfD represents
the level at or below which daily
aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Therefore, the chronic

dietary risk (food only) does not exceed
the Agency’s level of concern.

2. From drinking water. In the absence
of reliable, available monitoring data,
EPA uses models to estimate
concentrations of pesticides in ground
and surface water. For propiconazole,
modeling data were used to estimate
surface water concentrations because
very limited surface water monitoring
data were available. EPA does not use
these model estimates to quantify risk.
Currently, EPA uses drinking water
levels of comparison (DWLOCSs) to
estimate risk associated with exposure
to pesticides in drinking water. A
DWLOC is the concentration of a
pesticide in drinking water that would
be acceptable as an upper limit in light
of total aggregate exposure to that
pesticide from food, water, and
residential uses. A DWLOC will vary
depending on the residue level in foods,
the toxicity endpoint and with drinking
water consumption patterns and body
weights for specific population
subgroups. EPA believes model
estimates to be overestimations of
concentrations of propiconazole
expected in drinking water.
Propiconazole is moderately persistent
and moderately mobile to immobile in
soil and aqueous environments. It has
the potential to be transported with
water, particularly in coarse-textured
soils low in organic matter.
Propiconazole’s persistence indicates
the potential to reach surface water with
run-off or adsorb to soil particles. There
is no established Maximum
Contaminant Level for residues of
propiconazole in drinking water. No
health advisory levels for propiconazole
in drinking water have been established.

i. Acute exposure and risk. The acute
DWLOC is 8,700 ug/L for the only
population subgroup of concern,
females 13 years old or older. The
estimated environmental concentration
(EEC) in surface water (0.11 pg/L, peak
value) is much lower than EPA’s
DWLOC of 8,700 pg/L for the population
subgroup, females 13 years old or older.
Therefore, EPA concludes with
reasonable certainty that exposure to
propiconazole in drinking water will
result in no harm.

ii. Chronic exposure and risk. The
chronic DWLOC is 100 pg/L for the
population subgroup with the lowest
chronic DWLOC (non-nursing infants <
1 year old). The lowest chronic DWLOC
is substantially higher than the Generic
Expected Environmental Concentration
(GENEEC) 56-day EEC of 0.09 pg/L.
Therefore, EPA concludes with
reasonable certainty that exposure of
propiconazole in drinking water is less
than EPA'’s level of concern.
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3. From non-dietary exposure.
Propiconazole is currently registered for
use on the following residential non-
food sites: wood preservative. Under
current Agency guidelines, this use does
not present an acute or chronic
exposure scenario, but may constitute a
short- and/or intermediate-term dermal
and inhalation exposure scenario for
applicators. The Agency calculated
short- and intermediate-term dermal
and inhalation margins of exposure
(MOEs) of 200 and 200,000 respectively
for the wood preservative use of
propiconazole. MOEs above 100 do not
exceed the Agency’s level of concern.
For post application exposure, the
Agency determined that propiconazole
is volatile and not readily aerosolized.
Therefore, post-application exposure
from contact with treated wood is
expected to be minimal and the Agency
determined that a risk assessment for
post-application exposure is not needed.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) requires that,
when considering whether to establish,
modify, or revoke a tolerance, the
Agency consider “available
information’ concerning the cumulative
effects of a particular pesticide’s
residues and ‘“‘other substances that
have a common mechanism of toxicity.”

EPA does not have, at this time,
available data to determine whether
propiconazole has a common
mechanism of toxicity with other
substances or how to include this
pesticide in a cumulative risk
assessment. Unlike other pesticides for
which EPA has followed a cumulative
risk approach based on a common
mechanism of toxicity, propiconazole
does not appear to produce a toxic
metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has not
assumed that propiconazole has a
common mechanism of toxicity with
other substances. For information
regarding EPA'’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the final rule for
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997).

D. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. The acute dietary (food
only) risk does not exceed the Agency’s
level of concern. Using the TMRC, the
population subgroup of concern,
females 13 years old and older, utilizes
3.3% of the dietary (food only) acute
RfD . For drinking water, the acute
DWLOC for this population subgroup is

8,700 pg/L which is substantially higher
that the peak EEC of 0.11 pg/L.
Therefore, the risk from acute aggregate
exposure to propiconazole does not
exceed the Agency’s level of concern.

2. Chronic risk. Using the exposure
assumptions described in this unit, EPA
has concluded that aggregate exposure
to propiconazole from food will utilize
7% of the RfD for the U.S. population.
The major identifiable subgroup with
the highest aggregate exposure is
discussed below. EPA generally has no
concern for exposures below 100% of
the RfD because the RfD represents the
level at or below which daily aggregate
dietary exposure over a lifetime will not
pose appreciable risks to human health.
Despite the potential for exposure to
propiconazole in drinking water and
from non-dietary, non-occupational
exposure, EPA does not expect the
aggregate exposure to exceed 100% of
the RfD. EPA concludes that there is a
reasonable certainty that no harm will
result from aggregate exposure to
propiconazole residues.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus short-
and intermediate-term dermal and
inhalation exposure from residential
uses. The dermal and inhalation
endpoints used for estimating short- and
intermediate-term exposure via the two
routes of exposure measured different
toxic effects. Therefore, the dermal
margin of exposure (MOE) and the
inhalation MOE should not be
aggregated. For residential uses, dermal
exposure of applicators was considered
to be the driving factor in the short- and
intermediate-term risk assessment, and
the contribution of inhalation exposure
to the short- and intermediate-term risk
assessment was negligible (inhalation
MOE = 200,000). Therefore, the
inhalation exposure was not calculated
in the aggregate short-and intermediate-
term risk assessment. The aggregate
short- and intermediate-term risk
assessment estimated the dietary MOE
to be 33,000, the dermal MOE to be 200
and the DWLOC to be 4,500 pg/L which
is higher than the EEC of 0.09 pg/L.
Therefore, the short- and intermediate-
term aggregate risk does not exceed the
Agency’s level of concern.

4. Aggregate cancer risk for U.S.
population. EPA classified
propiconazole as a Group C, possible
human carcinogen and determined that
the RfD approach be used to estimate
the carcinogenic risk to humans. Risk
concerns for carcinogenicity due to
long-term consumption of
propiconazole residues are adequately

addressed by the aggregate chronic
exposure analysis using the chronic
RfD. Therefore, EPA concludes that
there is reasonable certainty that no
harm will result from aggregate
exposure to propiconazole residue.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result from aggregate
exposure to residues of propiconazole.

E. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children—i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
propiconazole, EPA considered data
from developmental toxicity studies in
the rat and rabbit and a 2-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
maternal pesticide exposure gestation.
Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a margin
of exposure (MOE) analysis or through
using uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk to humans. EPA
believes that reliable data support using
the standard uncertainty factor (usually
100 for combined inter- and intra-
species variability) and not the
additional tenfold MOE/uncertainty
factor when EPA has a complete data
base under existing guidelines and
when the severity of the effect in infants
or children or the potency or unusual
toxic properties of a compound do not
raise concerns regarding the adequacy of
the standard MOE/safety factor.

ii. Pre- and post-natal sensitivity. The
pre- and post-natal toxicology data base
for propiconazole is complete with
respect to current FQPA-relevant
toxicological data requirements.
Propiconazole is not developmentally
toxic in the rabbit. There is evidence
that propiconazole is developmentally
toxic in the rat at doses that are toxic to
the parents. In the developmental
toxicity study in rats, the toxicity noted
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at the maternal LOAEL of 90 mg/kg/day
consisted of rales and decreased weight
gain on gestation days 6—8 whereas the
toxicity noted at the developmental
LOAEL of 90 mg/kg/day consisted of
statistically significant increased
incidences of unossified sternebrae, and
nominally increased incidences of
rudimentary ribs and shortened or
absent renal papillae. Where fetotoxic
effects occur at the maternally toxic
dose levels, they generally are of less
concern than those occurring at non-
maternally toxic dose levels because of
the influence of toxicity in the mothers
on the fetal toxicity expressed.
However, where the fetal effects are
judged to be qualitatively more severe
than the effects in the maternal animals,
there may be greater sensitivity in the
fetus and thus of greater concern. Here,
the effects in the fetus (delayed
development) were not judged to be
more sever than the effects in the
maternal animals (decreased weight
gain).

iii. Conclusion. There is a complete
toxicity database for propiconazole and
exposure data is complete or is
estimated based on data that reasonably
accounts for potential exposures. Based
on the completeness of the data base
and the lack of any data indicating
increased pre- or post-natal sensitivity,
EPA concludes that an additional safety
factor is not necessary to protect the
safety of infants and children.

2. Acute risk. The available studies
suggest the only acute risk infants and
children face from propiconazole is
through exposure to the developing
fetus as a result of exposure to the
mother. As shown in Unit Il. D.1. of this
preamble, the acute risk to the
developing fetus from this exposure is
not above the Agency’s level of concern.

3. Chronic risk. Using the
conservative exposure assumptions
described in this unit, EPA has
concluded that aggregate exposure to
propiconazole from food will utilize
50% of the RfD for infants and children.
EPA generally has no concern for
exposures below 100% of the RfD
because the RfD represents the level at
or below which daily aggregate dietary
exposure over a lifetime will not pose
appreciable risks to human health.
Despite the potential for exposure to
propiconazole in drinking water and
from non-dietary, non-occupational
exposure, EPA does not expect the
aggregate exposure to exceed 100% of
the RfD. EPA concludes that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to propiconazole
residues.

4. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to infants and
children from aggregate exposure to
propiconazole residues.

I11. Other Considerations

A. Metabolism In Plants and Animals

The nature of the residues in plants
and animals is adequately understood.
The residues of concern are
propiconazole and its metabolites
determined as 2,4-dichlorobenzoic acid
and expressed as parent compound.

B. Analytical Enforcement Methodology

Adequate enforcement methodology
(GC/ECD) is available to enforce the
tolerance expression. The method may
be requested from: Calvin Furlow,
PRRIB, IRSD (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location and telephone
number: Rm 101FF, Crystal Mall #2,
1921 Jefferson Davis Hwy., Arlington,
VA, (703) 305-5229.

C. Magnitude of Residues

The currently established time-
limited tolerances for corn, peanuts, and
pineapple commodities are appropriate
for these crops.

D. International Residue Limits

There are no CODEX, Canadian, or
Mexican Maximum Residue Limits
(MRL) for propiconazole on corn,
peanuts, or pineapple. Thus,
harmonization of tolerances is not an
issue for the extension of these
tolerances.

E. Rotational Crop Restrictions

Soybeans may be planted as a double
crop following a cereal crop which has
been treated with propiconazole. Crops
intended for food, grazing, or any
component of animal feed or bedding
may not be rotated within 105 days of
propiconazole application unless the
crop appears on the product label.

IV. Conclusion

Therefore, the time-limited tolerances
are extended for combined residues of
propiconazole, 1-[[2-(2,4-
dichlorophenyl)-4-propyl-1,3-dioxolan-
2- ylmethyl]-1H-1,2,4-triazole and its
metabolites determined as 2,4-
dichlorobenzoic acid and expressed as
parent compound on corn, fodder at 12
ppm; corn, forage at 12 ppm; corn, grain
at 0.1 ppm; corn, sweet (kernels, plus
cobs with husks removed) at 0.1 ppm;
peanuts at 0.2 ppm; peanuts, hay at 20
ppm; pineapple at 0.1 ppm and
pineapple, fodder at 0.1 ppm. These

tolerances will expire on December 31,
2000 and will replace previously
established tolerances which expired on
December 31, 1998. These tolerances are
time-limited because the Agency has not
completed the review of a modified
carcinogenicity study in mice which
required testing at a mid-dose level.
This study was requested to confirm or
supplement findings in an Agency
reviewed carcinogenicity study in mice
in which testing was conducted at low
and high dose levels.

V. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to “‘object” to a tolerance
regulation issued by EPA as was
provided in the old section 408 and in
section 409. However, the period for
filing objections is 60 days, rather than
30 days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by May 17, 1999,
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
under “ADDRESSES” section (40 CFR
178.20). A copy of the objections and/
or hearing requests filed with the
Hearing Clerk should be submitted to
the OPP docket for this rulemaking. The
objections submitted must specify the
provisions of the regulation deemed
objectionable and the grounds for the
objections (40 CFR 178.25). Each
objection must be accompanied by the
fee prescribed by 40 CFR 180.33(i) or a
request for a fee waiver. EPA is
authorized to waive any fee requirement
“when in the judgement of the
Administrator such a waiver or refund
is equitable and not contrary to the
purpose of this subsection.” For
additional information regarding
tolerance objection fee waivers, contact
James Tompkins, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number, and
e-mail address: Rm. 239, Crystal Mall
#2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 305-5697,
tompkins.jim@epa.gov. Requests for
waiver of tolerance objection fees
should be sent to James Hollins,
Information Resources and Services
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Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460.

If a hearing is requested, the
objections must include a statement of
the factual issues on which a hearing is
requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the requestor
(40 CFR 178.27). A request for a hearing
will be granted if the Administrator
determines that the material submitted
shows the following: There is genuine
and substantial issue of fact; there is a
reasonable possibility that available
evidence identified by the requestor
would, if established, resolve one or
more of such issues in favor of the
requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.
A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

V1. Public Record and Electronic
Submissions

EPA has established a record for this
regulation under docket control number
[OPP-300810] (including any comments
and data submitted electronically). A
public version of this record, including
printed, paper versions of electronic
comments, which does not include any
information claimed as CBI, is available
for inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency,
Crystal Mall #2, 1921 Jefferson Davis
Hwy., Arlington, VA.

Objections and hearing requests may
be sent by e-mail directly to EPA at:

opp-docket@epa.gov.

E-mailed objections and hearing
requests must be submitted as an ASCII
file avoiding the use of special
characters and any form of encryption.

The official record for this regulation,
as well as the public version, as
described in this unit will be kept in

paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official record which will also
include all comments submitted directly
in writing. The official record is the
paper record maintained at the Virginia
address in ““ADDRESSES” at the
beginning of this document.

VII. Regulatory Assessment
Requirements

A. Certain Acts and Executive Orders

This final rule establishes time-
limited tolerances under section 408(d)
of the FFDCA in response to a petition
submitted to the Agency. The Office of
Management and Budget (OMB) has
exempted these types of actions from
review under Executive Order 12866,
entitled Regulatory Planning and
Review (58 FR 51735, October 4, 1993).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., or impose any enforceable duty or
contain any unfunded mandate as
described under Title Il of the Unfunded
Mandates Reform Act of 1995 (UMRA)
(Pub. L. 104-4). Nor does it require any
prior consultation as specified by
Executive Order 12875, entitled
Enhancing the Intergovernmental
Partnership (58 FR 58093, October 28,
1993), or special considerations as
required by Executive Order 12898,
entitled Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
408(d), such as the tolerances in this
final rule, do not require the issuance of
a proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.
Nevertheless, the Agency previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950), and was provided

to the Chief Counsel for Advocacy of the
Small Business Administration.

B. Executive Order 12875

Under Executive Order 12875,
entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), EPA may not
issue a regulation that is not required by
statute and that creates a mandate upon
a State, local or tribal government,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by those
governments. If the mandate is
unfunded, EPA must provide to OMB a
description of the extent of EPA’s prior
consultation with representatives of
affected State, local, and tribal
governments, the nature of their
concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local, and tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”

Today’s rule does not create an
unfunded Federal mandate on State,
local, or tribal governments. The rule
does not impose any enforceable duties
on these entities. Accordingly, the
requirements of section 1(a) of
Executive Order 12875 do not apply to
this rule.

C. Executive Order 13084

Under Executive Order 13084,
entitled Consultation and Coordination
with Indian Tribal Governments (63 FR
27655, May 19, 1998), EPA may not
issue a regulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If the mandate is
unfunded, EPA must provide OMB, in
a separately identified section of the
preamble to the rule, a description of
the extent of EPA’s prior consultation
with representatives of affected tribal
governments, a summary of the nature
of their concerns, and a statement
supporting the need to issue the
regulation. In addition, Executive Order
13084 requires EPA to develop an
effective process permitting elected
officials and other representatives of
Indian tribal governments “‘to provide
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meaningful and timely input in the
development of regulatory policies on
matters that significantly or uniquely
affect their communities.”

Today’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. This action
does not involve or impose any
requirements that affect Indian tribes.
Accordingly, the requirements of
section 3(b) of Executive Order 13084
do not apply to this rule.

VIII. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
Agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and the Comptroller General of
the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 4, 1999.

James Jones,

Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]

1. The authority citation for part 180
continues to read as follows:
Authority: 21 U.S.C. 321(q), 346a and 371.

§180.434 [Amended]

2.1n §180.434, in the table to
paragraph (a), by changing the
expiration dates for corn, fodder; corn,
forage; corn, grain; corn, sweet (kernels
plus cobs with husks removed);
peanuts; peanuts, hay; pineapple; and
pineapple, fodder, to read ““12/31/00"".

[FR Doc. 99-6388 Filed 3—16-99; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300804; FRL-6063-9]
RIN 2070-AB78

Pendimethalin; Extension of
Tolerances for Emergency Exemptions

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation extends time-
limited tolerances for the combined
residues of the herbicide pendimethalin
and its metabolites in or on fresh mint
hay and mint oil at 0.1 and 5.0 parts per
million (ppm), respectively, for an
additional 1-year period. These
tolerances will expire and are revoked
on May 31, 2000. This action is in
response to EPA’s granting of emergency
exemptions under section 18 of the
Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA) authorizing
use of the pesticide on mint. Section
408(1)(6) of the Federal Food, Drug, and
Cosmetic Act requires EPA to establish
a time-limited tolerance or exemption
from the requirement for a tolerance for
pesticide chemical residues in food that
will result from the use of a pesticide
under an emergency exemption granted
by EPA under FIFRA section 18.

DATES: This regulation becomes
effective March 17, 1999. Objections
and requests for hearings must be
received by EPA, on or before May 17,
1999.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number [OPP-300804],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300804], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, Crystal Mall #2,
1921 Jefferson Davis Hwy., Arlington,
VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epa.gov. Copies of electronic
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 or
ASCII file format. All copies of
electronic objections and hearing
requests must be identified by the
docket control number [OPP-300804].
No Confidential Business Information
(CBI) should be submitted through e-
mail. Copies of electronic objections and
hearing requests on this rule may be
filed online at many Federal Depository
Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Stephen Schaible, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Rm. 271,
Crystal Mall #2, 1921 Jefferson Davis
Hwy., Arlington, VA, 703-308-9362,
schaible.stephen@epa.gov.
SUPPLEMENTARY INFORMATION: EPA
issued a final rule, published in the
Federal Register of May 23, 1997 (62 FR
28355) (FRL-5718-5), which announced
that on its own initiative under section
408 of the Federal Food, Drug, and
Cosmetic Act (FFDCA), 21 U.S.C. 346a
and (1)(6), as amended by the Food
Quiality Protection Act of 1996 (FQPA)
(Pub. L. 104-170) it established time-
limited tolerances for the combined
residues of pendimethalin and its
metabolites in or on fresh mint hay and
mint oil at 0.1 ppm and 5.0 ppm,
respectively, with an expiration date of
May 31, 1998. EPA extended the
expiration date of these tolerances to
May 31, 1999 in a Federal Register
notice published March 4, 1998 (63 FR
10545-10547) (FRL-5772-9). EPA
established the tolerances because
section 408(1)(6) of the FFDCA requires
EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under FIFRA section 18. Such
tolerances can be established without
providing notice or period for public
comment.

EPA received a request to extend the
use of pendimethalin on mint for this
year growing season due to the
continued emergency situation for
Idaho, Oregon and Washington mint
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growers. Due to the potential spread of
Verticillium wilt by tillage equipment,
mechanical control of kochia and
redroot pigweed is no longer considered
a viable option. The continuous use of
terbacil in past years has resulted in
development of resistance to this
chemical in kochia and pigweed,
resulting in inadequate control of this
pest by registered alternatives. After
having reviewed the submissions, EPA
concurs that emergency conditions
exist. EPA has authorized under FIFRA
section 18 the use of pendimethalin on
mint for control of kochia and redroot
pigweed in mint.

EPA assessed the potential risks
presented by residues of pendimethalin
in or on fresh mint hay and mint oil. In
doing so, EPA considered the safety
standard in FFDCA section 408(b)(2),
and decided that the necessary
tolerances under FFDCA section
408(1)(6) would be consistent with the
safety standard and with FIFRA section
18. The data and other relevant material
have been evaluated and discussed in
the final rule of May 23, 1997. Based on
that data and information considered,
the Agency reaffirms that extension of
the time-limited tolerances will
continue to meet the requirements of
section 408(l)(6). Therefore, the time-
limited tolerances are extended for an
additional 1-year period. EPA will
publish a document in the Federal
Register to remove the revoked
tolerances from the Code of Federal
Regulations (CFR). Although these
tolerances will expire and are revoked
on May 31, 2000, under FFDCA section
408(1)(5), residues of the pesticide not in
excess of the amounts specified in the
tolerances remaining in or on fresh mint
hay and mint oil after that date will not
be unlawful, provided the pesticide is
applied in a manner that was lawful
under FIFRA and the application
occurred prior to the revocation of the
tolerances. EPA will take action to
revoke these tolerances earlier if any
experience with, scientific data on, or
other relevant information on this
pesticide indicate that the residues are
not safe.

l. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to ““‘object” to a tolerance
regulation as was provided in the old
section 408 and in section 409.
However, the period for filing objections
is 60 days, rather than 30 days. EPA
currently has procedural regulations
which govern the submission of
objections and hearing requests. These
regulations will require some
modification to reflect the new law.

However, until those modifications can
be made, EPA will continue to use those
procedural regulations with appropriate
adjustments to reflect the new law.

Any person may, by May 17, 1999,
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
under the *ADDRESSES” section (40
CFR 178.20). A copy of the objections
and/or hearing requests filed with the
Hearing Clerk should be submitted to
the OPP docket for this rulemaking. The
objections submitted must specify the
provisions of the regulation deemed
objectionable and the grounds for the
objections (40 CFR 178.25). Each
objection must be accompanied by the
fee prescribed by 40 CFR 180.33(i). EPA
is authorized to waive any fee
requirement ““when in the judgement of
the Administrator such a waiver or
refund is equitable and not contrary to
the purpose of this subsection.” For
additional information regarding
tolerance objection fee waivers, contact
James Tompkins, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number, and
e-mail address: Rm. 239, Crystal Mall
#2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 305-5697,
tompkins.jim@epa.gov. Requests for
waiver of tolerance objection fees
should be sent to James Hollins,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460.

If a hearing is requested, the
objections must include a statement of
the factual issues on which a hearing is
requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the requestor
(40 CFR 178.27). A request for a hearing
will be granted if the Administrator
determines that the material submitted
shows the following: There is genuine
and substantial issue of fact; there is a
reasonable possibility that available
evidence identified by the requestor
would, if established, resolve one or
more of such issues in favor of the
requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as

CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.
A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

I1. Public Record and Electronic
Submissions

EPA has established a record for this
regulation under docket control number
[OPP-300804] (including any comments
and data submitted electronically). A
public version of this record, including
printed, paper versions of electronic
comments, which does not include any
information claimed as CBI, is available
for inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency,
Crystal Mall #2, 1921 Jefferson Davis
Hwy., Arlington, VA.

Objections and hearing requests may
be sent by e-mail directly to EPA at:

opp-docket@epa.gov.

E-mailed objections and hearing
requests must be submitted as an ASCII
file avoiding the use of special
characters and any form of encryption.

The official record for this regulation,
as well as the public version, as
described in this unit will be kept in
paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official record which will also
include all comments submitted directly
in writing. The official record is the
paper record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

I11. Regulatory Assessment
Requirements

A. Certain Acts and Executive Orders

This final rule establishes a tolerance
under section 408 of the FFDCA. The
Office of Management and Budget
(OMB) has exempted these types of
actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). This final rule does
not contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
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unfunded mandate as described under
Title Il of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specficed by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since tolerances and
exemptions that are established under
section 408(l)(6) of FFDCA, such as the
tolerance/exemption in this final rule,
do not require the issuance of a
proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.
Nevertheless, the Agency previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950), and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.

B. Executive Order 12875

Under Executive Order 12875,
entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), EPA may not
issue a regulation that is not required by
statute and that creates a mandate upon
a State, local or tribal government,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by those
governments. If the mandate is
unfunded, EPA must provide to OMB a
description of the extent of EPA’s prior
consultation with representatives of
affected State, local, and tribal
governments, the nature of their
concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local, and tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”

Today'’s rule does not create an
unfunded Federal mandate on State,
local, or tribal governments. The rule
does not impose any enforceable duties
on these entities. Accordingly, the
requirements of section 1(a) of
Executive Order 12875 do not apply to
this rule.

C. Executive Order 13084

Under Executive Order 13084,
entitled Consultation and Coordination
with Indian Tribal Governments (63 FR
27655, May 19, 1998), EPA may not
issue a regulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If the mandate is
unfunded, EPA must provide OMB, in
a separately identified section of the
preamble to the rule, a description of
the extent of EPA’s prior consultation
with representatives of affected tribal
governments, a summary of the nature
of their concerns, and a statement
supporting the need to issue the
regulation. In addition, Executive Order
13084 requires EPA to develop an
effective process permitting elected
officials and other representatives of
Indian tribal governments “‘to provide
meaningful and timely input in the
development of regulatory policies on
matters that significantly or uniquely
affect their communities.”

Today'’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. This action
does not involve or impose any
requirements that affect Indian tribes.
Accordingly, the requirements of
section 3(b) of Executive Order 13084
do not apply to this rule.

IVV. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
Agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and the Comptroller General of
the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a

“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 3, 1999.

Peter Caulkins,
Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180-[AMENDED)]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

§180.361 [Amended]

2.In § 180.361, by amending
paragraph (b) in the table, for the
commodities “Mint hay, fresh’ and
“Mint oil”’ by changing the date ““5/31/
99” to read “5/31/00".

[FR Doc. 99-6386 Filed 3—16-99; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300799; FRL-6065-2]
RIN 2070-AB78

Tebufenozide; Pesticide Tolerances for
Emergency Exemptions

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
time-limited tolerances for residues of
tebufenozide in or on lychee and
longan. This action is in response to
EPA’s granting of an emergency
exemption under section 18 of the
Federal Insecticide, Fungicide, and
Rodenticide Act authorizing use of the
pesticide tebufenozide on lychee and
longan. This regulation establishes a
maximum permissible level for residues
of benzoic acid, 3,5-dimethyl-1—(1,1-
dimethylethyl)-2—(4-
ethylbenzoyl)hydrazide in these food
commodities pursuant to section
408(1)(6) of the Federal Food, Drug, and
Cosmetic Act, as amended by the Food
Quiality Protection Act of 1996. The
tolerances will expire and are revoked
on December 31, 2001.
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DATES: This regulation is effective
March 17, 1999. Objections and requests
for hearings must be received by EPA on
or before May 17, 1999.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number [OPP-300799],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300799], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, Crystal Mall 2 (CM
#2), 1921 Jefferson Davis Hwy.,
Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epa.gov. Copies of electronic
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 or
ASCII file format. All copies of
electronic objections and hearing
requests must be identified by the
docket control number [OPP-300799].
No Confidential Business Information
(CBI) should be submitted through e-
mail. Copies of electronic objections and
hearing requests on this rule may be
filed online at many Federal Depository
Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Barbara Madden, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Rm. 284,
CM #2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 305-6463,
Madden.Barbara@epa.gov.
SUPPLEMENTARY INFORMATION: EPA, on
its own initiative, pursuant to sections
408 and (1)(6) of the Federal Food, Drug,
and Cosmetic Act (FFDCA), 21 U.S.C.
346a and (1)(6), is establishing
tolerances for residues of the insecticide

tebufenozide, in or on lychee and
longan at 1.0 part per million (ppm).
These tolerances will expire and are
revoked on December 31, 2001. EPA
will publish a document in the Federal
Register to remove the revoked
tolerance from the Code of Federal
Regulations.

I. Background and Statutory Findings

The Food Quality Protection Act of
1996 (FQPA) (Pub. L. 104-170) was
signed into law August 3, 1996. FQPA
amends both the Federal Food, Drug,
and Cosmetic Act (FFDCA), 21 U.S.C.
301 et seq., and the Federal Insecticide,
Fungicide, and Rodenticide Act
(FIFRA), 7 U.S.C. 136 et seq. The FQPA
amendments went into effect
immediately. Among other things,
FQPA amends FFDCA to bring all EPA
pesticide tolerance-setting activities
under a new section 408 with a new
safety standard and new procedures.
These activities are described in this
preamble and discussed in greater detail
in the final rule establishing the time-
limited tolerance associated with the
emergency exemption for use of
propiconazole on sorghum (61 FR
58135, November 13, 1996) (FRL-5572—
9).

New section 408(b)(2)(A)(i) of the
FFDCA allows EPA to establish a
tolerance (the legal limit for a pesticide
chemical residue in or on a food) only
if EPA determines that the tolerance is
“safe.” Section 408(b)(2)(A)(ii) defines
“safe’” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “‘ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. . ..”

Section 18 of FIFRA authorizes EPA
to exempt any Federal or State agency
from any provision of FIFRA, if EPA
determines that “‘emergency conditions
exist which require such exemption.”
This provision was not amended by
FQPA. EPA has established regulations
governing such emergency exemptions
in 40 CFR part 166.

Section 408(1)(6) of the FFDCA
requires EPA to establish a time-limited
tolerance or exemption from the

requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such
tolerances can be established without
providing notice or period for public
comment.

Because decisions on section 18-
related tolerances must proceed before
EPA reaches closure on several policy
issues relating to interpretation and
implementation of the FQPA, EPA does
not intend for its actions on such
tolerances to set binding precedents for
the application of section 408 and the
new safety standard to other tolerances
and exemptions.

11. Emergency Exemption for
Tebufenozide on Lychee and Longan
and FFDCA Tolerances

There are approximately 611 and 410
acres of commercial lychee and longan
grown in Florida, respectively. Lychee
and longan have been relatively pest-
free in Florida up until 1998. However,
during the mid-1990’s lychee webworm
was introduced into Florida. During the
1998 growing season up to 80—90% of
the lychee trees and 50-60% of the
longan trees beared little to no
marketable fruit due to lychee webworm
infestation. There are very few
pesticides registered for use on lychee
and longan and none have proven
effective in controlling the lychee
webworm. Therefore, growers are left
with no viable measures to control the
lychee webworm. EPA has authorized
under FIFRA section 18 the use of
tebufenozide on lychee and longan for
control of lychee webworms in Florida.
After having reviewed the submission,
EPA concurs that emergency conditions
exist for this state.

As part of its assessment of this
emergency exemption, EPA assessed the
potential risks presented by residues of
tebufenozide in or on lychee and
longan. In doing so, EPA considered the
safety standard in FFDCA section
408(b)(2), and EPA decided that the
necessary tolerance under FFDCA
section 408(1)(6) would be consistent
with the safety standard and with
FIFRA section 18. Consistent with the
need to move quickly on the emergency
exemption in order to address an urgent
non-routine situation and to ensure that
the resulting food is safe and lawful,
EPA is issuing this tolerance without
notice and opportunity for public
comment under section 408(e), as
provided in section 408(l)(6). Although
this tolerance will expire and is revoked
on December 31, 2001, under FFDCA
section 408(l)(5), residues of the
pesticide not in excess of the amounts
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specified in the tolerance remaining in
or on lychee and longan after that date
will not be unlawful, provided the
pesticide is applied in a manner that
was lawful under FIFRA, and the
residues do not exceed a level that was
authorized by this tolerance at the time
of that application. EPA will take action
to revoke this tolerance earlier if any
experience with, scientific data on, or
other relevant information on this
pesticide indicate that the residues are
not safe.

Because this tolerance is being
approved under emergency conditions
EPA has not made any decisions about
whether tebufenozide meets EPA’s
registration requirements for use on
lychee and longan or whether a
permanent tolerance for this use would
be appropriate. Under these
circumstances, EPA does not believe
that this tolerance serves as a basis for
registration of tebufenozide by a State
for special local needs under FIFRA
section 24(c). Nor does this tolerance
serve as the basis for any State other
than Florida to use this pesticide on this
crop under section 18 of FIFRA without
following all provisions of EPA’s
regulations implementing section 18 as
identified in 40 CFR part 166. For
additional information regarding the
emergency exemption for tebufenozide,
contact the Agency’s Registration
Division at the address provided under
the “ADDRESSES” section.

I11. Aggregate Risk Assessment and
Determination of Safety

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 and a
complete description of the risk
assessment process, see the final rule on
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7).
)Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action.
EPA has sufficient data to assess the
hazards of tebufenozide and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for a
time-limited tolerance for residues of
tebufenozide on lychee and longan at
1.0 ppm. EPA’s assessment of the
dietary exposures and risks associated
with establishing the tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the

studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by tebufenozide are
discussed in this unit.

B. Toxicological Endpoint

1. Acute toxicity. No toxicological
endpoint has been identified for acute
toxicity. Toxicity observed in oral
toxicity studies were not attributable to
a single dose (exposure). No
neurological or systemic toxicity was
observed in rats given a single oral
administration of tebufenozide at 0, 500,
1,000 or 2,000 milligrams/kilogram/day
(mg/kg/day). No maternal or
developmental toxicity was observed
following oral administration of
tebufenozide at 1,000 mg/kg/day (limit-
dose) during gestation to pregnant rats
or rabbits.

2. Short - and intermediate - term
toxicity. No toxicological endpoints
have been identified for short- and
intermediate-term toxicity. No dermal or
systemic toxicity was seen in rats
administered 15 dermal applications at
1,000 mg/kg/day (limit dose) over 21
days with either technical tebufenozide
or 23% active ingredient formulation.
Despite hematological effects seen in the
dog study, similar effects were not seen
in these rats receiving the compound via
the dermal route indicating poor dermal
absorption. Also, no developmental
endpoints of concern were evident due
to the lack of developmental toxicity in
either rat or rabbit studies.

3. Chronic toxicity. EPA has
established the RfD for tebufenozide at
0.018 mg/kg/day. This RfD is based on
the no observable adverse effect level
(NOAEL) of 1.8 mg/kg/day based on
growth retardation, alterations in
hematology parameters, changes in
organ weights, and histopathological
lesions in the bone, spleen and liver at
the lowest observable adverse effect
level (LOAEL) of 8.7 mg/kg/day. An
uncertainty factor of 100 (10X for inter-
species extrapolation and 10X for intra-
species variability) was applied to the
NOAEL of 1.8 mg/kg/day to calculate
the RfD of 0.018 mg/kg/day. EPA has
determined that the 10X factor to
account for enhanced susceptibility of
infants and children (as required by
FQPA) can be removed. This
determination is based on the results of
reproductive and developmental
toxicity studies. No evidence of
additional sensitivity to young rats or
rabbits was observed following pre- or
postnatal exposure to tebufenozide.

4. Carcinogenicity. Tebufenozide is
classified as Group E (no evidence of
carcinogenicity in humans).

C. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.482) for the residues of
tebufenozide, in or on a variety of raw
agricultural commodities. Tolerances, in
support of registrations, currently exist
for residues of tebufenozide on apples
and walnuts. Additionally, time-limited
tolerances associated with emergency
exemptions have been established for
cotton, eggs, leafy vegetables, milk,
pears, peanuts, pecans, peppers, rice,
sugar beet, sugarcane, sweet potatoes,
turnip tops and livestock commodities
of cattle, goats, hogs, horses, poultry and
sheep. Risk assessments were conducted
by EPA to assess dietary exposures and
risks from tebufenozide as follows:

i. Acute exposure and risk. Acute
dietary risk assessments are performed
for a food-use pesticide if a toxicological
study has indicated the possibility of an
effect of concern occurring as a result of
a 1-day or single exposure. Toxicity
observed in oral toxicity studies were
not attributable to a single dose or one
day exposure. Therefore, no
toxicological endpoint was identified
for acute toxicity and no acute dietary
risk assessment is needed.

ii. Chronic exposure and risk. The
Agency conducted a chronic dietary
exposure analysis and risk assessment.
The chronic analysis for tebufenozide
used a RfD of 0.018 mg/kg/day. The
analysis evaluated individual food
consumption as reported by
respondents in the USDA 1989-92
Continuing Surveys of Food Intake by
Individuals and accumulates exposure
to the chemical for each commodity.
Tolerance level residues and some
percent crop treated (%CT) assumptions
were made for the proposed
commodities to estimate the Anticipated
Residue Concentration (ARC) for the
general population and subgroups of
interest. Since the FQPA safety factor
has been removed for all population
subgroups, the percent RfD that would
exceed the Agency level of concern
would be 100%. The existing
tebufenozide tolerances (published,
pending, and including the necessary
Section 18 tolerance(s)) result in a ARC
that is equivalent to percentages of the
RfD below 100% for all subgroups i.e.,
U.S. population, 12% and non-nursing
infants (<1 year old), the most highly
exposed subgroup, 25%.

Section 408(b)(2)(F) states that the
Agency may use data on the actual
percent of food treated (PCT) for
assessing chronic dietary risk only if the
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Agency can make the following
findings: That the data used are reliable
and provide a valid basis to show what
percentage of the food derived from
such crop is likely to contain such
pesticide residue; that the exposure
estimate does not underestimate
exposure for any significant
subpopulation group; and if data are
available on pesticide use and food
consumption in a particular area, the
exposure estimate does not understate
exposure for the population in such
area. In addition, the Agency must
provide for periodic evaluation of any
estimates used. To provide for the
periodic evaluation of the estimate of
percent crop treated as required by the
section 408(b)(2)(F), EPA may require
registrants to submit data on PCT.

The Agency used PCT information as
follows: almonds, <1%; apples, 2%; dry
beans and peas, 1%; fresh cabbage, 3%;
cole crops, 2%; cotton, 4%; pears, <5;
fresh spinach, 3%; processed spinach,
29%:; sugarcane, 5%; and walnuts, 16%.

The Agency believes that the three
conditions, discussed in section 408
(b)(2)(F) in this unit concerning the
Agency’s responsibilities in assessing
chronic dietary risk findings, have been
met. The PCT estimates are derived
from Federal and private market survey
data, which are reliable and have a valid
basis. Typically, a range of estimates are
supplied and the upper end of this
range is assumed for the exposure
assessment. By using this upper end
estimate of the PCT, the Agency is
reasonably certain that the percentage of
the food treated is not likely to be
underestimated. The regional
consumption information and
consumption information for significant
subpopulations is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups. Use of this
consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available information on the
regional consumption of food to which
tebufenozide may be applied in a
particular area.

2. From drinking water. The Agency
lacks sufficient water-related exposure
data to complete a comprehensive
drinking water exposure analysis and
risk assessment for tebufenozide.

Because the Agency does not have
comprehensive and reliable monitoring
data, drinking water concentration
estimates must be made by reliance on
some sort of simulation or modeling. To
date, there are no validated modeling
approaches for reliably predicting
pesticide levels in drinking water. The
Agency is currently relying on GENEEC
and PRZM/EXAMS for surface water,
which are used to produce estimates of
pesticide concentrations in a farm pond
and SCI-GROW, which predicts
pesticide concentrations in
groundwater. None of these models
include consideration of the impact
processing of raw water for distribution
as drinking water would likely have on
the removal of pesticides from the
source water. The primary use of these
models by the Agency at this stage is to
provide a coarse screen for sorting out
pesticides for which it is highly unlikely
that drinking water concentrations
would ever exceed human health levels
of concern. For the proposed uses, based
on the GENEEC and SCI-GROW models
the chronic drinking water
concentration value are estimated to be
29 parts per billion (ppb) for surface
water and 1 pbb for ground water.

In the absence of monitoring data for
pesticides, drinking water levels of
comparison (DWLOCs) are calculated
and used as a point of comparison
against the model estimates of a
pesticide’s concentration in water.
DWLOQOCs are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food, drinking water,
and residential uses. A DWLOC will
vary depending on the toxic endpoint,
with drinking water consumption, and
body weights. Different populations will
have different DWLOCs. DWLOCs are
used in the risk assessment process as
a surrogate measure of potential
exposure associated with pesticide
exposure through drinking water.
DWLOC values are not regulatory
standards for drinking water. Since
DWLOCs address total aggregate
exposure to tebufenozide they are
further discussed in the aggregate risk
sections below.

3. From non-dietary exposure.
Tebufenozide is not registered on any
use sites which would result in non-
dietary, non-occupational exposure.
Therefore, EPA expects only dietary and
occupational exposure from the use of
tebufenozide.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) requires that,
when considering whether to establish,
modify, or revoke a tolerance, the
Agency consider “‘available

information’ concerning the cumulative
effects of a particular pesticide’s
residues and ‘“‘other substances that
have a common mechanism of toxicity.”

EPA does not have, at this time,
available data to determine whether
tebufenozide has a common mechanism
of toxicity with other substances or how
to include this pesticide in a cumulative
risk assessment. Unlike other pesticides
for which EPA has followed a
cumulative risk approach based on a
common mechanism of toxicity,
tebufenozide does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
not assumed that tebufenozide has a
common mechanism of toxicity with
other substances. For more information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the final rule for
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997).

D. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. As discussed above, no
toxicological endpoint was identified
for acute toxicity. Therefore, no acute
aggregate risk assessment is needed.

2. Chronic risk. Using the ARC
exposure assumptions described above,
EPA has concluded that aggregate
exposure to tebufenozide from food will
utilize 12% of the RfD for the U.S.
population. The major identifiable
subgroup with the highest aggregate
exposure, non-nursing infants (<1 year
old) (discussed below) will utilize 25%
of the RfD. EPA generally has no
concern for exposures below 100% of
the RfD because the RfD represents the
level at or below which daily aggregate
dietary exposure over a lifetime will not
pose appreciable risks to human health.
Despite the potential for exposure to
tebufenozide in drinking water, after
calculating DWLOCs (560 ppb) and
comparing them to conservative model
estimates of concentrations of
tebufenozide in surface and ground
water (29 ppb and 1 ppb, respectively),
EPA does not expect the aggregate
exposure to exceed 100% of the RfD.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. Tebufenozide is not registered
on any use sites which would result in
non-dietary, non-occupational exposure.
Therefore no short- and intermediate-
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term aggregate risk assessments are
needed.

4. Aggregate cancer risk for U.S.
population. Tebufenozide is classified
as Group E (no evidence of
carcinogenicity in humans).

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result from aggregate
exposure to tebufenozide residues.

E. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
tebufenozide, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a 2-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
maternal pesticide exposure during
gestation. Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a margin
of exposure (MOE) analysis or through
using uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk to humans. EPA
believes that reliable data support using
the standard MOE and uncertainty
factor (usually 100 for combined inter-
and intra-species variability) and not the
additional tenfold MOE/uncertainty
factor when EPA has a complete data
base under existing guidelines and
when the severity of the effect in infants
or children or the potency or unusual
toxic properties of a compound do not
raise concerns regarding the adequacy of
the standard MOE/safety factor.

ii. Developmental toxicity studies. In
prenatal developmental toxicity studies
in rats and rabbits, there was no
evidence of maternal or developmental
toxicity; the maternal and
developmental NOAELS were 1,000 mg/
kg/day (highest dose tested).

iii. Reproductive toxicity study. In 2-
generation reproduction studies in rats,
toxicity to the fetuses/offspring, when
observed, occurred at equivalent or

higher doses than in the maternal/
parental animals.

iv. Pre- and post-natal sensitivity. The
data provided no indication of increased
sensitivity of rats or rabbits to in utero
and/or postnatal exposure to
tebufenozide. No maternal or
developmental findings were observed
in the prenatal developmental toxicity
studies at doses up to 1,000 mg/kg/day
in rats and rabbits. In the 2-generation
reproduction studies in rats, effects
occurred at the same or lower treatment
levels in the adults as in the offspring.

v. Conclusion. There is a complete
toxicity database for tebufenozide and
exposure data is complete or is
estimated based on data that reasonably
accounts for potential exposures. Data
provided no indication of increased
sensitivity of rats or rabbits to in utero
and/or postnatal exposure to
tebufenozide. Based on this, EPA
concludes that reliable data support the
use of the standard 100-fold uncertainty
factor, and that an additional
uncertainty factor is not needed to
protect the safety of infants and
children.

2. Acute risk. No toxicological
endpoint was identified for acute
toxicity. Therefore, no acute aggregate
risk assessment is needed.

3. Chronic risk. Using the exposure
assumptions described above, EPA has
concluded that aggregate exposure to
tebufenozide from food will utilize 25%
of the RfD for infants and 19% of the
RfD for children. EPA generally has no
concern for exposures below 100% of
the RfD because the RfD represents the
level at or below which daily aggregate
dietary exposure over a lifetime will not
pose appreciable risks to human health.
Despite the potential for exposure to
tebufenozide in drinking water, after
calculating DWLOCs (140 ppb) and
comparing them to conservative model
estimates of concentrations of
tebufenozide in surface and ground
water (29 ppb and 1 ppb, respectively),
EPA does not expect the aggregate
exposure to exceed 100% of the RfD.

4. Short- or intermediate-term risk.
Tebufenozide is not registered on any
use sites which would result in non-
dietary, non-occupational exposure.
Therefore no short- and intermediate-
term aggregate risk assessments are
needed.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to infants and
children from aggregate exposure to
tebufenozide residues.

1V. Other Considerations

A. Metabolism In Plants and Animals

Residue of concern in plants is
adequately understood and is
tebufenozide per se. Residues of
concern in animals are not adequately
understood. Studies to address residues
of concern for animals are currently
under Agency review. For the purpose
of these section 18 actions only, the
Agency has assumed the residue of
concern is tebufenozide per se.

B. Analytical Enforcement Methodology

Adequate enforcement methodology
(example - gas chromatography) is
available to enforce the tolerance
expression. The method may be
requested from: Calvin Furlow, PRRIB,
IRSD (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location and telephone
number: Rm 101FF, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA,
(703) 305-5229.

C. Magnitude of Residues

Residues of tebufenozide per se are
not expected to exceed 1.0 ppm on
lychee and longan as a result of these
section 18 uses.

D. International Residue Limits

There are currently no Canadian, or
Mexican listings for tebufenozide
residues. Codex maximum residue
levels (MRLs) have been set for
tebufenozide at 0.1 ppm for rice
(husked), 0.05 ppm for walnuts, and 1
ppm for pome fruits.

E. Rotational Crop Restrictions

Rotational crop restrictions do not
apply to lychee and longan since they
are tree crops.

V. Conclusion

Therefore, the tolerance is established
for residues of tebufenozide in lychee
and longan at 1.0 ppm.

V1. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to “‘object” to a tolerance
regulation as was provided in the old
section 408 and in section 409.
However, the period for filing objections
is 60 days, rather than 30 days. EPA
currently has procedural regulations
which govern the submission of
objections and hearing requests. These
regulations will require some
modification to reflect the new law.
However, until those modifications can
be made, EPA will continue to use those
procedural regulations with appropriate
adjustments to reflect the new law.
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Any person may, by May 17, 1999,
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
under the “ADDRESSES” section (40
CFR 178.20). A copy of the objections
and/or hearing requests filed with the
Hearing Clerk should be submitted to
the OPP docket for this rulemaking. The
objections submitted must specify the
provisions of the regulation deemed
objectionable and the grounds for the
objections (40 CFR 178.25). Each
objection must be accompanied by the
fee prescribed by 40 CFR 180.33(i). EPA
is authorized to waive any fee
requirement “when in the judgement of
the Administrator such a waiver or
refund is equitable and not contrary to
the purpose of this subsection.” For
additional information regarding
tolerance objection fee waivers, contact
James Tompkins, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number, and
e-mail address: Rm. 239, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA,
(703) 305-5697, tompkins.jim@epa.gov.
Requests for waiver of tolerance
objection fees should be sent to James
Hollins, Information Resources and
Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460.

If a hearing is requested, the
objections must include a statement of
the factual issues on which a hearing is
requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the requestor
(40 CFR 178.27). A request for a hearing
will be granted if the Administrator
determines that the material submitted
shows the following: There is genuine
and substantial issue of fact; there is a
reasonable possibility that available
evidence identified by the requestor
would, if established, resolve one or
more of such issues in favor of the
requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.
A copy of the information that does not

contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

VII. Public Record and Electronic
Submissions

EPA has established a record for this
regulation under docket control number
[OPP-300799] (including any comments
and data submitted electronically). A
public version of this record, including
printed, paper versions of electronic
comments, which does not include any
information claimed as CBI, is available
for inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Rm. 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency, CM
#2, 1921 Jefferson Davis Hwy.,
Arlington, VA.

Objections and hearing requests may
be sent by e-mail directly to EPA at:

opp-docket@epa.gov.

E-mailed objections and hearing
requests must be submitted as an ASCII
file avoiding the use of special
characters and any form of encryption.

The official record for this regulation,
as well as the public version, as
described in this unit will be kept in
paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official record which will also
include all comments submitted directly
in writing. The official record is the
paper record maintained at the Virginia
address in ““ADDRESSES” at the
beginning of this document.

VIII. Regulatory Assessment
Requirements

A. Certain Acts and Executive Orders

This final rule establishes a tolerance
under section 408 of the FFDCA. The
Office of Management and Budget
(OMB) has exempted these types of
actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). This final rule does
not contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title 1l of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any special

considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
408(1)(6), such as the tolerance in this
final rule, do not require the issuance of
a proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.
Nevertheless, the Agency previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950), and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.

B. Executive Order 12875

Under Executive Order 12875,
entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), EPA may not
issue a regulation that is not required by
statute and that creates a mandate upon
a State, local or tribal government,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by those
governments. If the mandate is
unfunded, EPA must provide to OMB a
description of the extent of EPA’s prior
consultation with representatives of
affected State, local, and tribal
governments, the nature of their
concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local, and tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”

Today’s rule does not create an
unfunded Federal mandate on State,
local, or tribal governments. The rule
does not impose any enforceable duties
on these entities. Accordingly, the
requirements of section 1(a) of
Executive Order 12875 do not apply to
this rule.
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C. Executive Order 13084

Under Executive Order 13084,
entitled Consultation and Coordination
with Indian Tribal Governments (63 FR
27655, May 19, 1998), EPA may not
issue a regulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If the mandate is
unfunded, EPA must provide OMB, in
a separately identified section of the
preamble to the rule, a description of
the extent of EPA’s prior consultation
with representatives of affected tribal
governments, a summary of the nature
of their concerns, and a statement
supporting the need to issue the
regulation. In addition, Executive Order
13084 requires EPA to develop an
effective process permitting elected
officials and other representatives of
Indian tribal governments ‘“‘to provide
meaningful and timely input in the
development of regulatory policies on
matters that significantly or uniquely
affect their communities.”

Today’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. This action
does not involve or impose any
requirements that affect Indian tribes.
Accordingly, the requirements of
section 3(b) of Executive Order 13084
do not apply to this rule.

IX. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
Agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and the Comptroller General of
the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 3, 1999.

Peter Caulkins,
Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

2.1n §180.482, add the following
commodities to the table in paragraph
(b) to read as follows:

§180.482 Tebufenozide; tolerances for
residues.
* * * * *

(b) * * *

Expira-
. Parts per | tion/rev-
Commodity million ocation
date
* * * * * * *
Longan .......ccccceeennnen. 1.0 12/31/01
Lychee .....ccccevvveenen. 1.0 12/31/01
* * * * * * *
* * * * *

[FR Doc. 99-6385 Filed 3-16-99; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[OPP-300806; FRL 6065—6]

RIN 2070-AB78

Dicloran; Extension of Tolerance for
Emergency Exemptions

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation extends time-
limited tolerances for residues of the
fungicide 2,6-dichloro-4-nitroaniline
(dicloran) in or on peanuts at 3.0 parts
per million (ppm) and peanut oil at 6.0
ppm for an additional 2—year period.
This tolerance will expire and is
revoked on October 31, 2001. This
action is in response to EPA’s granting
of an emergency exemption under
section 18 of the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA)
authorizing use of the pesticide on
peanuts. Section 408(l)(6) of the Federal
Food, Drug, and Cosmetic Act requires

EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under FIFRA section 18.

DATES: This regulation becomes
effective March 17, 1999. Objections
and requests for hearings must be
received by EPA, on or before May 17,
1999.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number [OPP-300806],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300806], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, Crystal Mall #2,
1921 Jefferson Davis Hwy., Arlington,
VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epa.gov. Copies of electronic
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 or
ASCII file format. All copies of
electronic objections and hearing
requests must be identified by the
docket control number [OPP-300806].
No Confidential Business Information
(CBI) should be submitted through e-
mail. Copies of electronic objections and
hearing requests on this rule may be
filed online at many Federal Depository
Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Barbara Madden, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Rm. 284,
Crystal Mall #2, 1921 Jefferson Davis
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Hwy., Arlington, VA, (703) 305-6463; e-
mail: madden.barbara@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: EPA
issued a final rule, published in the
Federal Register of January 5, 1998 (63
FR 162) (FRL-5762-4), which
announced that on its own initiative
under section 408 of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346a and (I)(6), as amended by
the Food Quality Protection Act of 1996
(FQPA) (Pub. L. 104-170) it established
time-limited tolerances for the residues
of dicloran in or on peanuts at 3.0 ppm
and peanut oil at 6.0 with an expiration
date of October 31, 1999. EPA
established the tolerances because
section 408(l)(6) of the FFDCA requires
EPA to establish time-limited tolerances
or exemption from the requirement for
a tolerance for pesticide chemical
residues in food that will result from the
use of a pesticide under an emergency
exemption granted by EPA under FIFRA
section 18. Such tolerances can be
established without providing notice or
period for public comment.

EPA received a request to extend the
use of dicloran on peanuts for the 1999
growing season since environmental
conditions conducive for disease
outbreaks of Sclerotinia blight have
developed every year and are likely to
develop this growing season. The
disease is favored by high humidity and
cool to warm temperatures. The disease
is expected to be most severe in the late
summer when the prevailing
temperatures are cooler and the peanut
plant canopy shades the soil and cools
soil temperatures. After having
reviewed the submission, EPA concurs
that emergency conditions exist. EPA
has authorized under FIFRA section 18
the use of dicloran on peanuts for
control of Sclerotinia blight in peanuts.

EPA assessed the potential risks
presented by residues of dicloran in or
on peanuts and peanut oil. In doing so,
EPA considered the safety standard in
FFDCA section 408(b)(2), and decided
that the necessary tolerance under
FFDCA section 408(1)(6) would be
consistent with the safety standard and
with FIFRA section 18. The data and
other relevant material have been
evaluated and discussed in the final rule
of January 5, 1998 (63 FR 162) (FRL—
5762-4). Based on that data and
information considered, the Agency
reaffirms that extension of the time-
limited tolerances will continue to meet
the requirements of section 408(1)(6).
Therefore, the time-limited tolerances
are extended for an additional 2—year
period. EPA will publish a document in
the Federal Register to remove the
revoked tolerance from the Code of

Federal Regulations (CFR). Although
this tolerance will expire and is revoked
on October 31, 2001, under FFDCA
section 408(I)(5), residues of the
pesticide not in excess of the amounts
specified in the tolerance remaining in
or on peanuts and peanut oil after that
date will not be unlawful, provided the
pesticide is applied in a manner that
was lawful under FIFRA and the
application occurred prior to the
revocation of the tolerance. EPA will
take action to revoke this tolerance
earlier if any experience with, scientific
data on, or other relevant information
on this pesticide indicate that the
residues are not safe.

I. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to “‘object” to a tolerance
regulation as was provided in the old
section 408 and in section 409.
However, the period for filing objections
is 60 days, rather than 30 days. EPA
currently has procedural regulations
which govern the submission of
objections and hearing requests. These
regulations will require some
modification to reflect the new law.
However, until those modifications can
be made, EPA will continue to use those
procedural regulations with appropriate
adjustments to reflect the new law.

Any person may, by May 17, 1999,
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
under the ““ADDRESSES” section (40
CFR 178.20). A copy of the objections
and/or hearing requests filed with the
Hearing Clerk should be submitted to
the OPP docket for this rulemaking. The
objections submitted must specify the
provisions of the regulation deemed
objectionable and the grounds for the
objections (40 CFR 178.25). Each
objection must be accompanied by the
fee prescribed by 40 CFR 180.33(i). EPA
is authorized to waive any fee
requirement “‘when in the judgement of
the Administrator such a waiver or
refund is equitable and not contrary to
the purpose of this subsection.” For
additional information regarding
tolerance objection fee waivers, contact
James Tompkins, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number, and
e-mail address: Rm. 239, Crystal Mall
#2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 305-5697,
tompkins.jim@epa.gov. Requests for
waiver of tolerance objection fees

should be sent to James Hollins,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460.

If a hearing is requested, the
objections must include a statement of
the factual issues on which a hearing is
requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the requestor
(40 CFR 178.27). A request for a hearing
will be granted if the Administrator
determines that the material submitted
shows the following: There is genuine
and substantial issue of fact; there is a
reasonable possibility that available
evidence identified by the requestor
would, if established, resolve one or
more of such issues in favor of the
requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.
A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

I1. Public Record and Electronic
Submissions

EPA has established a record for this
regulation under docket control number
[OPP-300806] (including any comments
and data submitted electronically). A
public version of this record, including
printed, paper versions of electronic
comments, which does not include any
information claimed as CBI, is available
for inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency,
Crystal Mall #2, 1921 Jefferson Davis
Hwy., Arlington, VA.

Objections and hearing requests may
be sent by e-mail directly to EPA at:

opp-docket@epa.gov.

E-mailed objections and hearing
requests must be submitted as an ASCII
file avoiding the use of special
characters and any form of encryption.
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The official record for this regulation,
as well as the public version, as
described in this unit will be kept in
paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official record which will also
include all comments submitted directly
in writing. The official record is the
paper record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

111. Regulatory Assessment
Requirements

A. Certain Acts and Executive Orders

This final rule establishes a tolerance
under section 408 of the FFDCA. The
Office of Management and Budget
(OMB) has exempted these types of
actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). This final rule does
not contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title Il of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specficed by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since tolerances and
exemptions that are established under
section 408(l)(6) of FFDCA, such as the
tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. Nevertheless, the
Agency previously assessed whether
establishing tolerances, exemptions
from tolerances, raising tolerance levels
or expanding exemptions might
adversely impact small entities and
concluded, as a generic matter, that
there is no adverse economic impact.
The factual basis for the Agency’s
generic certification for tolerance
actions published on May 4, 1981 (46
FR 24950), and was provided to the

Chief Counsel for Advocacy of the Small
Business Administration.

B. Executive Order 12875

Under Executive Order 12875,
entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), EPA may not
issue a regulation that is not required by
statute and that creates a mandate upon
a State, local or tribal government,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by those
governments. If the mandate is
unfunded, EPA must provide to OMB a
description of the extent of EPA’s prior
consultation with representatives of
affected State, local, and tribal
governments, the nature of their
concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local, and tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”

Today'’s rule does not create an
unfunded Federal mandate on State,
local, or tribal governments. The rule
does not impose any enforceable duties
on these entities. Accordingly, the
requirements of section 1(a) of
Executive Order 12875 do not apply to
this rule.

C. Executive Order 13084

Under Executive Order 13084,
entitled Consultation and Coordination
with Indian Tribal Governments (63 FR
27655, May 19, 1998), EPA may not
issue a regulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If the mandate is
unfunded, EPA must provide OMB, in
a separately identified section of the
preamble to the rule, a description of
the extent of EPA’s prior consultation
with representatives of affected tribal
governments, a summary of the nature
of their concerns, and a statement
supporting the need to issue the
regulation. In addition, Executive Order
13084 requires EPA to develop an
effective process permitting elected
officials and other representatives of
Indian tribal governments *‘to provide

meaningful and timely input in the
development of regulatory policies on
matters that significantly or uniquely
affect their communities.”

Today’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. This action
does not involve or impose any
requirements that affect Indian tribes.
Accordingly, the requirements of
section 3(b) of Executive Order 13084
do not apply to this rule.

IV. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
Agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and the Comptroller General of
the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 5, 1999.

James Jones,
Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180 — [AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 346a and 371.

§180.200 [Amended]

2. In 8180.200, by amending the table
in paragraph (b) for the following
commodities ““Peanut, oil ” and *
Peanuts’ by changing the date “10/31/
99” to read ““10/31/01.”

[FR Doc. 99-6384 Filed 3-16-99; 8:45 am]
BILLING CODE 6560-50-F
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300809; FRL-6067-9]
RIN 2070-AB78

Maneb (manganous
ethylenebisdithiocarbamate); Pesticide
Tolerances for Emergency Exemptions

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
time-limited tolerance for residues of
maneb (manganous
ethylenebisdithiocarbamate), calculated
as zinc ethylenebisdithiocarbamate and
its metabolite ethylenethiourea in or on
walnuts . This action is in response to
EPA’s granting of an emergency
exemption under section 18 of the
Federal Insecticide, Fungicide, and
Rodenticide Act authorizing use of the
pesticide on walnuts.This regulation
establishes a maximum permissible
level for residues of maneb (manganous
ethylenebisdithiocarbamate) in this food
commodity pursuant to section 408(1)(6)
of the Federal Food, Drug, and Cosmetic
Act, as amended by the Food Quality
Protection Act of 1996. The tolerance
will expire and is revoked on December
31, 2000.

DATES: This regulation is effective
March 17, 1999. Objections and requests
for hearings must be received by EPA on
or before May 17, 1999.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number [OPP-300809],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300809], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, Crystal Mall 2 (CM
#2), 1921 Jefferson Davis Hwy.,
Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epa.gov. Copies of electronic
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 or
ASCII file format. All copies of
electronic objections and hearing
requests must be identified by the
docket control number [OPP-300809].
No Confidential Business Information
(CBI) should be submitted through e-
mail. Copies of electronic objections and
hearing requests on this rule may be
filed online at many Federal Depository
Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Meredith Laws, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Rm. 282,
CM #2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 308—9366,
laws.meredith@epa.gov.
SUPPLEMENTARY INFORMATION: EPA, on
its own initiative, pursuant to sections
408 and (1)(6) of the Federal Food, Drug,
and Cosmetic Act (FFDCA), 21 U.S.C.
346a and (1)(6), is establishing a
tolerance for residues of the fungicide
maneb (manganous
ethylenebisdithiocarbamate), calculated
as zinc ethylenebisdithiocarbamate and
its metabolite ethylenethiourea, in or on
walnuts at 0.05 part per million (ppm).
This tolerance will expire and is
revoked on December 31, 2000. EPA
will publish a document in the Federal
Register to remove the revoked
tolerance from the Code of Federal
Regulations.

I. Background and Statutory Findings

The Food Quality Protection Act of
1996 (FQPA) (Pub. L. 104-170) was
signed into law August 3, 1996. FQPA
amends both the Federal Food, Drug,
and Cosmetic Act (FFDCA), 21 U.S.C.
301 et seq., and the Federal Insecticide,
Fungicide, and Rodenticide Act
(FIFRA), 7 U.S.C. 136 et seq. The FQPA
amendments went into effect
immediately. Among other things,
FQPA amends FFDCA to bring all EPA
pesticide tolerance-setting activities
under a new section 408 with a new
safety standard and new procedures.
These activities are described in this
preeamble and discussed in greater
detail in the final rule establishing the
time-limited tolerance associated with

the emergency exemption for use of
propiconazole on sorghum (61 FR
58135, November 13, 1996) (FRL-5572—
9).
New section 408(b)(2)(A)(i) of the
FFDCA allows EPA to establish a
tolerance (the legal limit for a pesticide
chemical residue in or on a food) only

if EPA determines that the tolerance is
“safe.” Section 408(b)(2)(A)(ii) defines
“*safe’” to mean that “‘there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. . ..”

Section 18 of FIFRA authorizes EPA
to exempt any Federal or State agency
from any provision of FIFRA, if EPA
determines that “emergency conditions
exist which require such exemption.”
This provision was not amended by
FQPA. EPA has established regulations
governing such emergency exemptions
in 40 CFR part 166.

Section 408(1)(6) of the FFDCA
requires EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such
tolerances can be established without
providing notice or period for public
comment.

Because decisions on section 18-
related tolerances must proceed before
EPA reaches closure on several policy
issues relating to interpretation and
implementation of the FQPA, EPA does
not intend for its actions on such
tolerances to set binding precedents for
the application of section 408 and the
new safety standard to other tolerances
and exemptions.

I1. Emergency Exemption for Maneb
(manganous
ethylenebisdithiocarbamate) on
Walnuts and FFDCA Tolerances

The California Department of
Pesticide Regulation has requested an
emergency exemption under FIFRA
section 18 to use maneb on walnuts to
control bacterial blight. Currently,
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copper based bactericides are the only
registered products for control of this
disease. The increase of walnut blight
since 1992 is attributed to the
development of a tolerance to copper
based bactericides. The state has
demonstrated that copper resistant
bacteria have become economically
important, with a potential 55,000 acres
affected. EPA has authorized under
FIFRA section 18 the use of maneb
(manganous
ethylenebisdithiocarbamate) on walnuts
for control of bacterial blight in
California. After having reviewed the
submission, EPA concurs that
emergency conditions exist for this
state.

As part of its assessment of this
emergency exemption, EPA assessed the
potential risks presented by residues of
maneb (manganous
ethylenebisdithiocarbamate) in or on
walnuts. In doing so, EPA considered
the safety standard in FFDCA section
408(b)(2), and EPA decided that the
necessary tolerance under FFDCA
section 408(1)(6) would be consistent
with the safety standard and with
FIFRA section 18. Consistent with the
need to move quickly on the emergency
exemption in order to address an urgent
non-routine situation and to ensure that
the resulting food is safe and lawful,
EPA is issuing this tolerance without
notice and opportunity for public
comment under section 408(e), as
provided in section 408(l)(6). Although
this tolerance will expire and is revoked
on December 31, 2000, under FFDCA
section 408(l)(5), residues of the
pesticide not in excess of the amounts
specified in the tolerance remaining in
or on walnuts after that date will not be
unlawful, provided the pesticide is
applied in a manner that was lawful
under FIFRA, and the residues do not
exceed a level that was authorized by
this tolerance at the time of that
application. EPA will take action to
revoke this tolerance earlier if any
experience with, scientific data on, or
other relevant information on this
pesticide indicate that the residues are
not safe.

Because this tolerance is being
approved under emergency conditions
EPA has not made any decisions about
whether maneb (manganous
ethylenebisdithiocarbamate) meets
EPA’s registration requirements for use
on walnuts or whether a permanent
tolerance for this use would be
appropriate. Under these circumstances,
EPA does not believe that this tolerance
serves as abasis for registration of maneb
(manganous
ethylenebisdithiocarbamate) by a State
for special local needs under FIFRA

section 24(c). Nor does this tolerance
serve as the basis for any State other
than to use this pesticide on this crop
under section 18 of FIFRA without
following all provisions of EPA’s
regulations implementing section 18 as
identified in 40 CFR part 166. For
additional information regarding the
emergency exemption for maneb
(manganous
ethylenebisdithiocarbamate), contact the
Agency’s Registration Division at the
address provided under the
“ADDRESSES” section.

I11. Aggregate Risk Assessment and
Determination of Safety

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 and a
complete description of the risk
assessment process, see the final rule on
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7).
)Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action.
EPA has sufficient data to assess the
hazards of maneb (manganous
ethylenebisdithiocarbamate) and to
make a determination on aggregate
exposure, consistent with section
408(b)(2), for a time-limited tolerance
for residues of maneb (manganous
ethylenebisdithiocarbamate), calculated
as zinc ethylenebisdithiocarbamate and
its metabolite ethylenethiourea on
walnuts at 0.05 ppm. EPA’s assessment
of the dietary exposures and risks
associated with establishing the
tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by maneb (based on
calculations on its metabolite,
ethylenethiourea) are discussed in this
unit.

B. Toxicological Endpoint

1. Acute toxicity. The acute dietary
risk assessment is being conducted for
ethylenethiourea (ETU) rather than
maneb, since the no observed adverse
effect level (NOAEL) for acute dietary
risk for ETU is 4 times lower (5

milligrams/kilogram/day (mg/kg/day))
than the NOAEL for acute dietary risk
for maneb (20 mg/kg/day). Therefore, an
acceptable margin of exposure (MOE)
for ETU will also be protective of
exposure to maneb. The oral
developmental NOAEL in rats for ETU
is 5 mg/kg/day, based on a threshold
finding of delayed ossification in the
fetal skeletal structures at the NOAEL.
The NOAEL is more correctly identified
as a slightly lower dose level which is
close to a threshold NOAEL in the
developmental study. The EBDC PD-4
stated that MOEs could be calculated
from the 5 mg/kg/day NOAEL, which
was close to the NOAEL, and was the
lowest dose tested.

2. Short - and intermediate - term
toxicity. EPA recommends use of the
systemic NOAEL of 100 mg/kg/day from
the 3-week dermal toxicity study in
rabbits. At the lowest observed adverse
effect level (LOAEL) of 300 mg/kg/day,
there were slightly increased thyroid
weights and follicular cell hypertrophy
of the thyroid.

3. Chronic toxicity. EPA has
established the Reference Dose (RfD) for
ETU at 0.00008 mg/kg/day. This RfD is
based on the LOAEL of 0.25 mg/kg/day
due to thyroid hyperplasia in a 2-year
rat feeding study, with an uncertainty
factor of 3,000. The uncertainty factor of
3,000 was based on a factor of 3 for
absence of a NOAEL for ETU, a factor
of 10 for data gaps for ETU, and a factor
of 100 to take into account inter- and
intra-species variability.

4. Carcinogenicity. Maneb has been
classified as a Group B2, probable
human carcinogen, based on evidence of
thyroid tumors in rats and liver tumors.
The Q1* for quantitation of human oral
risk is 0.0601 (mg/kg/day)-1 for the
carcinogenic metabolite, ETU.

C. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.110) for the residues of maneb
(manganous
ethylenebisdithiocarbamate), calculated
as zinc ethylenebisdithiocarbamate and
its metabolite ethylenethiourea, in or on
a variety of raw agricultural
commodities including almonds at 0.1
ppm. Risk assessments were conducted
by EPA to assess dietary exposures and
risks from maneb (manganous
ethylenebisdithiocarbamate) as follows:

i. Acute exposure and risk. Acute
dietary risk assessments are performed
for a food-use pesticide if a toxicological
study has indicated the possibility of an
effect of concern occurring as a result of
a 1-day or single exposure. The high end
dietary exposure for the population
subgroup of concern, females 13+ years
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old, is 0.000036 mg/kg/day, which
results in an MOE of 5,000. Maximum
field trial residue values were used to
calculate the MOE. This is considered a
partially refined risk estimate.

ii. Chronic exposure and risk. The
chronic exposure estimate for the
general population is 0.000020 mg/kg/
day and the anticipated residue
contribution (ARC) as percentage of the
RfD is 24.4%.

Section 408(b)(2)(E) authorizes EPA to
use available data and information on
the anticipated residue levels of
pesticide residues in food and the actual
levels of pesticide chemicals that have
been measured in food. If EPA relies on
such information, EPA must require that
data be provided 5 years after the
tolerance is established, modified, or
left in effect, demonstrating that the
levels in food are not above the levels
anticipated. Following the initial data
submission, EPA is authorized to
require similar data on a time frame it
deems appropriate. As required by
section 408(b)(2)(E), EPA will issue a
data call-in for information relating to
anticipated residues to be submitted no
later than 5 years from the date of
issuance of this tolerance.

Section 408(b)(2)(F) states that the
Agency may use data on the actual
percent of food treated (PCT) for
assessing chronic dietary risk only if the
Agency can make the following
findings: That the data used are reliable
and provide a valid basis to show what
percentage of the food derived from
such crop is likely to contain such
pesticide residue; that the exposure
estimate does not underestimate
exposure for any significant
subpopulation group; and if data are
available on pesticide use and food
consumption in a particular area, the
exposure estimate does not understate
exposure for the population in such
area. In addition, the Agency must
provide for periodic evaluation of any
estimates used. To provide for the
periodic evaluation of the estimate of
percent crop treated as required by the
section 408(b)(2)(F), EPA may require
registrants to submit data on PCT.

The Agency used PCT information as
follows:

In the Dietary Risk Evaluation Model
(DEEM), it was assumed that 100% of
the walnut crop would be treated under
this emergency exemption. Refined
percent crop treated values were used
for some commodities such as 10% for
cranberries, 50% for apples, 15% for
pears, and 10% for almonds. The DEEM
run did not use refined percent crop
treated values for all registered uses,
however, 100% crop treated was used
for a number of commodities such as

tomatoes, cucurbits, peppers, broccoli,
onions, potatoes, and corn.

The Agency believes that the three
conditions, discussed in section 408
(b)(2)(F) in this unit concerning the
Agency’s responsibilities in assessing
chronic dietary risk findings, have been
met. The PCT estimates are derived
from Federal and private market survey
data, which are reliable and have a valid
basis. Typically, a range of estimates are
supplied and the upper end of this
range is assumed for the exposure
assessment. By using this upper end
estimate of the PCT, the Agency is
reasonably certain that that the
percentage of the food treated is not
likely to be underestimated. The
regional consumption information and
consumption information for significant
subpopulations is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups. Use of this
consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available information on the
regional consumption of food to which
maneb may be applied in a particular
area.

2. From drinking water. Submitted
environmental fate studies suggest that
maneb has moderate potential to leach
into ground water; thus maneb could
potentially leach to ground water and
runoff to surface water under certain
environmental conditions. There are no
established Maximum Contaminant
Levels (MCLs) for residues of maneb in
drinking water. No Health Advisories
(HA) for maneb in drinking water have
been established. However, EPA has
considered the carcinogenic risk
resulting from a maximum theoretical
drinking water residue of 1.0 parts per
billion (ppb) for ETU. ETU, which is
highly soluble in water, is assumed to
be persistent and highly mobile.

Chronic exposure and risk. Because
the Agency lacks sufficient water-
related exposure data to complete a
comprehensive drinking water risk
assessment for many pesticides, EPA
has commenced and nearly completed a
process to identify a reasonable yet
conservative bounding figure for the
potential contribution of water-related
exposure to the aggregate risk posed by
a pesticide. In developing the bounding

figure, EPA estimated residue levels in
water for a number of specific pesticides
using various data sources. The Agency
then applied the estimated residue
levels, in conjunction with appropriate
toxicological endpoints (RfD’s or acute
dietary no observed adverse effect levels
(NOAEL’s)) and assumptions about
body weight and consumption, to
calculate, for each pesticide, the
increment of aggregate risk contributed
by consumption of contaminated water.
While EPA has not yet pinpointed the
appropriate bounding figure for
exposure from contaminated water, the
ranges the Agency is continuing to
examine are all below the level that
would cause maneb (manganous
ethylenebisdithiocarbamate) to exceed
the RfD if the tolerance being
considered in this document were
granted. The Agency has therefore
concluded that the potential exposures
associated with maneb (manganous
ethylenebisdithiocarbamate) in water,
even at the higher levels the Agency is
considering as a conservative upper
bound, would not prevent the Agency
from determining that there is a
reasonable certainty of no harm if the
tolerance is granted.

3. From non-dietary exposure. Maneb
(manganous
ethylenebisdithiocarbamate) is currently
registered for use on the following
residential non-food sites: turf, lawn,
trees, and shrubs. Maneb is not
registered for indoor uses. While EPA
does not consider that these types of
outdoor residential uses constitute a
chronic residential exposure scenario,
EPA acknowledges that there may be
short- and intermediate-term non-
occupational exposure scenarios. The
Agency has identified toxicity
endpoints for short- and intermediate-
term residential risk assessments. For
this action, the risk to public health
from the use of maneb is calculated
based on it’s metabolite/degradate ETU.
However, no acceptable reliable
exposure data to assess these potential
risks are available at this time. Given the
time-limited nature of this request, the
need to make emergency exemption
decisions quickly, the significant
scientific uncertainty at this time about
how to aggregate non-occupational
exposure with dietary exposure, the
Agency will make it’s safety
determination for these tolerances based
on those factors which it can reasonably
integrate into a risk assessment.

i. Chronic exposure and risk. The
Agency has concluded that a chronic
residential exposure scenario does not
exist for non-occupational uses of
maneb.
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ii. Short- and intermediate-term
exposure and risk. The amortized ETU
cancer risk for the U.S. population for
short- and intermediate-term exposure
to the turf use of maneb has been
calculated to be 2.2 x 10-7.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) requires that,
when considering whether to establish,
modify, or revoke a tolerance, the
Agency consider “available
information’ concerning the cumulative
effects of a particular pesticide’s
residues and “‘other substances that
have a common mechanism of toxicity.”

EPA does not have, at this time,
available data to determine whether
maneb (manganous
ethylenebisdithiocarbamate) has a
common mechanism of toxicity with
other substances or how to include this
pesticide in a cumulative risk
assessment. Unlike other pesticides for
which EPA has followed a cumulative
risk approach based on a common
mechanism of toxicity, maneb
(manganous
ethylenebisdithiocarbamate) does not
appear to produce a toxic metabolite
produced by other substances, other
than ETU, a metabolite common to the
EBDC pesticides. For more information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the final rule for
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997).

D. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. The MOE for females
13+ years was calculated to be 5,000.
Therefore, aggregate acute risk estimates
do not exceed the Agency’s level of
concern.

2. Chronic risk. Using the ARC
exposure assumptions described in this
unit, EPA has concluded that aggregate
exposure to maneb (manganous
ethylenebisdithiocarbamate) from food
will utilize 24.4% of the RfD for the U.S.
population. The major identifiable
subgroup with the highest aggregate
exposure is non-nursing infants (<1 year
old) discussed below. EPA generally has
no concern for exposures below 100%
of the RfD because the RfD represents
the level at or below which daily
aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to maneb (manganous
ethylenebisdithiocarbamate) in drinking
water and from non-dietary, non-
occupational exposure, EPA does not

expect the aggregate exposure to exceed
100% of the RfD.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure.

Although surface and ground water
monitoring data are limited, maneb does
have the potential to leach into
groundwater and run off to surface
water. California monitoring programs
have picked up one detect of .725 ppb,
in three years of sampling (1986-89).
Subsequent sampling 4 - 5 months later
showed no residues. California has not
found ETU when surveying high EBDC
use areas. There were two detections in
the U.S. EPA’s National Pesticide
Survey. The MOE for the U.S.
population exceeds the desired MOE,
therefore, EPA has no short- or
intermediate-term aggregate risk
concerns.

4. Aggregate cancer risk for U.S.
population. The aggregate dietary cancer
risk for maneb is based on ETU. The
dietary cancer risk is calculated using
the Q* for ETU, 0.601 mg/kg/day-1. EPA
calculated that the dietary cancer risk
for the EBDC pesticides, including this
use on walnuts is 1.2 x 10-6. This risk
assessment is partially refined;
incorporation of percent crop treated
information for all commodities would
result in a lower dietary exposure
estimate. The cancer risk from the
residential uses of EBDC pesticides is
approximately 10-7. The aggregate
cancer risk estimate would not exceed
EPA’s acceptable level unless the
drinking water concentration exceeds 1
ppb. The availability of surface-water
and ground-water monitoring data for
maneb and ETU is limited. EPA is not
aware of any surface-water monitoring
data for either maneb or ETU, and it
does not have any ground-water
monitoring data for maneb. However,
EPA has ground-water monitoring data
which indicates that ETU has leached
into the ground water; some of which
are direct drinking water sources.

In California from 1986 to 1989, 65
wells were monitored for ETU. One well
in San Joaquin County during March
1988 had an ETU concentration of 0.725
ppb. The remainder of the samples had
no ETU detections (limit of detection
(LOD) of 0.5 ppb). The California
Department of Food and Agriculture
concluded that this ETU concentration
in the ground water did not represent a
legal agriculture use based upon another
sampling event where this well and five
nearby wells in a predominantly walnut
orchard use area were sampled 125 days

or more subsequent to the March
sampling event. ETU was not detected
in any of these ground-water samples at
that later date.

There were two ETU detections in the
ground water in the U.S. EPA’s
statistically designed National Pesticide
Survey (NPS). The NPS analyzed a
statistically representative sample of
wells to provide a national assessment
of the presence of pesticides in drinking
water wells. On the basis of this study,
EPA estimated that nationally, 8,470
rural domestic wells could contain ETU
over the NPS reporting limit of 4.5 ppb.
The 95% confidence interval ranged
from 1 to 111,000 wells. One quantified
ETU detection of 16.0 ppb was obtained
from a rural well in Warren County,
Illinois. A second detection, described
as a ‘‘trace” detection, was reported in
lowa. For this compound in the NPS,
samples containing ETU at
concentrations greater than 9.0 ppb
were quantified; samples containing
concentrations between 4.5 and 9.0 ppb
were reported as ‘‘trace”’; and no
detections were reported if
concentrations were below 4.5 ppb. The
source of the ETU was not determined;
however, both agricultural and
industrial practices may contribute to
ETU contamination of the ground water.

These limited sampling results
indicate some potential for ETU to be
found in ground water. However, there
are significant uncertainties associated
with using these data in quantitative
carcinogenic risk assessment for
purposes of national tolerance-setting.
EPA is uncertain as to whether a
significant subpopulation would be
exposed to high enough concentrations
of ETU (greater than 1 ppb) for a long
enough period of time to pose a
significant carcinogenic risk. For
example, in the ground-water sampling
conducted in San Joaquin County
between 1986-1989, the single
contaminated well (out of 65 tested)
subsequently was found 4 months later
to have no detectable levels of ETU.
Additionally, although the NPS results
show two detections of ETU in ground
water, it is not clear whether
agricultural or industrial practices were
the source of the ETU. If the source of
the ETU was industrial and not
agricultural use, it is likely that
contamination of ground water with
ETU would be less widespread than is
suggested by the statistical analysis of
the NPS results. EPA does not believe
that the available data demonstrate that
a significant subpopulation would be
exposed to residues of ETU in drinking
water greater than 1 ppb; therefore, EPA
does not believe that the aggregate
cancer risk associated with the granting
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of this tolerance would exceed
acceptable levels.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result from aggregate
exposure to maneb (manganous
ethylenebisdithiocarbamate) residues.

E. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children —i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
maneb (manganous
ethylenebisdithiocarbamate), EPA
considered data from developmental
toxicity studies in the rat and a 2-
generation reproduction study in the rat.
The developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
maternal pesticide exposure during
gestation. Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a margin
of exposure (MOE) analysis or through
using uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk to humans. EPA
believes that reliable data support using
the standard MOE and uncertainty
factor (usually 100 for combined inter-
and intra-species variability) and not the
additional tenfold MOE/uncertainty
factor when EPA has a complete data
base under existing guidelines and
when the severity of the effect in infants
or children or the potency or unusual
toxic properties of a compound do not
raise concerns regarding the adequacy of
the standard MOE/safety factor.

ii. Developmental toxicity studies.
From the rat developmental study for
ETU, the oral developmental NOAEL is
5 mg/kg/day, based on a threshold
finding of delayed ossification in the
fetal skeletal structures at the NOAEL.

iii. Reproductive toxicity study. There
is no reproduction study with ETU
available. In the rat reproduction study
for maneb, the parental (systemic)
NOAEL was 6.0 mg/kg/day, based on
decreased body weight and food
consumption at the LOAEL of 25 mg/kg/

day. The developmental (pup) NOAEL
was 6.0 mg/kg/day, based on increased
startle response at the LOAEL of 25 mg/
kg/day.

iv. Pre- and post-natal sensitivity. The
rat developmental study with ETU
demonstrated a special prenatal
sensitivity for infants and children. The
results of the rat reproduction study
with maneb do not demonstrate any
additional special post-natal sensitivity
for infants and children, since the
NOAEL and LOAEL for parental toxicity
and pup toxicity occur at the same
doses and the pup effects are not of
unusual concern.

v. Conclusion. In the absence of a
complete data base for ETU, EPA is
assuming an additional tenfold safety
factor to account for the possibility of
special prenatal sensitivity for infants
and children.

2. Acute risk. The acute dietary risk
assessment for ETU residues
demonstrated an MOE of 5,000 based on
the NOAEL of 5 mg/kg/day in the rat
developmental study. Therefore, this
calculated MOE for ETU for females 13+
years of age shows that the MOEs for
this population subgroup are far in
excess of the required dietary MOE of
1,000 due to ETU data gaps. Therefore,
the acute dietary risks for ETU to
females 13+ years of age are below
EPA'’s level of concern. The RfD for ETU
incorporates an uncertainty factor of
3,000. The uncertainty factor was based
on a factor of 3 for absence of a NOAEL
for ETU, a factor of 10 for data gaps
needed to assess extra sensitivity to
infants and children for ETU, and the
normal factor of 100 for converting
between and within species (EBDC PD/
4, 3/2/92).

3. Chronic risk. Using the exposure
assumptions described in this unit, EPA
has concluded that aggregate exposure
to maneb (manganous
ethylenebisdithiocarbamate) from food
will utilize 78.4% of the RfD for
nonnursing infants (<1 year old). EPA
generally has no concern for exposures
below 100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to maneb (manganous
ethylenebisdithiocarbamate) in drinking
water and from non-dietary, non-
occupational exposure, EPA does not
expect the aggregate exposure to exceed
100% of the RfD.

4. Short- or intermediate-term risk.
The MOEs for infants and children
exceed the desired MOE, therefore, EPA
has no short- and intermediate-term
aggregate risk concerns.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to infants and
children from aggregate exposure to
maneb (manganous
ethylenebisdithiocarbamate) residues.

1V. Other Considerations
A. Metabolism In Plants and Animals

The nature of the residue in plants is
adequately understood. The residues of
concern are the fungicide maneb,
calculated as zinc
ethylenebisdithiocarbamate, and its
metabolite ethylenthiourea. Secondary
residues are not expected in animal
commodities as no feed items are
associated with this use.

B. Analytical Enforcement Methodology

Adequate enforcement methodology
is available for maneb in the Pesticide
Analytical Manual (PAM) Il Method IlI.

C. Magnitude of Residues

Residues of maneb (manganous
ethylenebisdithiocarbamate) calculated
as zinc ethylenebisdithiocarbamate and
its metabolite ethylenethiourea are not
expected to exceed 0.05 ppm in or on
walnuts as a result of this proposed use.
Secondary residues are not expected in
animal commodities as no feed items
are associated with this use.

D. International Residue Limits

No Codex, Canadian, or Mexican
maximum residue levels have been
established for residues of maneb in/on
walnuts.

V. Conclusion

Therefore, the tolerance is established
for residues of maneb (manganous
ethylenebisdithiocarbamate), calculated
as zinc ethylenebisdithiocarbamate and
its metabolite ethylenethiourea in
walnuts at 0.05 ppm.

V1. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to ““‘object” to a tolerance
regulation issued by EPA under new
section 408 and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.
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Any person may, by May 17, 1999,
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
under the “ADDRESSES” section (40
CFR 178.20). A copy of the objections
and/or hearing requests filed with the
Hearing Clerk should be submitted to
the OPP docket for this rulemaking. The
objections submitted must specify the
provisions of the regulation deemed
objectionable and the grounds for the
objections (40 CFR 178.25). Each
objection must be accompanied by the
fee prescribed by 40 CFR 180.33(i). EPA
is authorized to waive any fee
requirement “when in the judgement of
the Administrator such a waiver or
refund is equitable and not contrary to
the purpose of this subsection.” For
additional information regarding
tolerance objection fee waivers, contact
James Tompkins, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number, and
e-mail address: Rm. 239, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA,
(703) 305-5697, tompkins.jim@epa.gov.
Requests for waiver of tolerance
objection fees should be sent to James
Hollins, Information Resources and
Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460.

If a hearing is requested, the
objections must include a statement of
the factual issues on which a hearing is
requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the requestor
(40 CFR 178.27). A request for a hearing
will be granted if the Administrator
determines that the material submitted
shows the following: There is genuine
and substantial issue of fact; there is a
reasonable possibility that available
evidence identified by the requestor
would, if established, resolve one or
more of such issues in favor of the
requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.
A copy of the information that does not

contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

VII. Public Record and Electronic
Submissions

EPA has established a record for this
regulation under docket control number
[OPP-300809] (including any comments
and data submitted electronically). A
public version of this record, including
printed, paper versions of electronic
comments, which does not include any
information claimed as CBI, is available
for inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Rm. 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency, CM
#2, 1921 Jefferson Davis Hwy.,
Arlington, VA.

Objections and hearing requests may
be sent by e-mail directly to EPA at:

opp-docket@epa.gov.

E-mailed objections and hearing
requests must be submitted as an ASCII
file avoiding the use of special
characters and any form of encryption.

The official record for this regulation,
as well as the public version, as
described in this unit will be kept in
paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official record which will also
include all comments submitted directly
in writing. The official record is the
paper record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

VIII. Regulatory Assessment
Requirements

A. Certain Acts and Executive Orders

This final rule establishes a tolerance
under section 408 of the FFDCA. The
Office of Management and Budget
(OMB) has exempted these types of
actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). This final rule does
not contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title Il of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.

104-4). Nor does it require any special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
408(1)(6), such as the tolerance in this
final rule, do not require the issuance of
a proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.
Nevertheless, the Agency previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950), and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.

B. Executive Order 12875

Under Executive Order 12875,
entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), EPA may not
issue a regulation that is not required by
statute and that creates a mandate upon
a State, local or tribal government,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by those
governments. If the mandate is
unfunded, EPA must provide to OMB a
description of the extent of EPA’s prior
consultation with representatives of
affected State, local, and tribal
governments, the nature of their
concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local, and tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”

Today’s rule does not create an
unfunded Federal mandate on State,
local, or tribal governments. The rule
does not impose any enforceable duties
on these entities. Accordingly, the
requirements of section 1(a) of
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Executive Order 12875 do not apply to
this rule.

C. Executive Order 13084

Under Executive Order 13084,
entitled Consultation and Coordination
with Indian Tribal Governments (63 FR
27655, May 19, 1998), EPA may not
issue a regulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If the mandate is
unfunded, EPA must provide OMB, in
a separately identified section of the
preamble to the rule, a description of
the extent of EPA’s prior consultation
with representatives of affected tribal
governments, a summary of the nature
of their concerns, and a statement
supporting the need to issue the
regulation. In addition, Executive Order
13084 requires EPA to develop an
effective process permitting elected
officials and other representatives of
Indian tribal governments ““‘to provide
meaningful and timely input in the
development of regulatory policies on
matters that significantly or uniquely
affect their communities.”

Today’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. This action
does not involve or impose any
requirements that affect Indian tribes.
Accordingly, the requirements of
section 3(b) of Executive Order 13084
do not apply to this rule.

IX. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
Agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and the Comptroller General of
the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides

and pests, Reporting and recordkeeping
requirements.

Dated: March 5, 1999.

James Jones,

Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

2.1n §180.110, by revising paragraph
(b) to read as follows:

§180.110 Maneb; tolerances for residues.
* * * * *

(b) Section 18 emergency exemptions.
A time-limited tolerance is established
for residues of the fungicide maneb
(manganous
ethylenebisdithiocarbamate), calculated
as zinc ethylenebisdithiocarbamate, and
its metabolite ethylenethiourea in
connection with use of the pesticide
under a section 18 emergency
exemption granted by EPA. The
tolerance will expire and is revoked on
the date specified in the following table:

Expira-
Commodity P;r itlﬁo%er t(l)%r;/tri%\r/]-
date
walnuts .......cccceeeeenn. 0.05 12/31/00
* * * * *

[FR Doc. 99-6383 Filed 3-16-99; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300797; FRL-6064-2]
RIN 2070-AB78

Propiconazole; Extension of
Tolerances for Emergency Exemptions

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation extends time-
limited tolerances for combined
residues of the fungicide propiconazole
and its metabolites in or on almond
nutmeats at 0.1 parts per million (ppm),
and in or on almond hulls at 2.5 ppm,

for an additional 1-year period. These
tolerances will expire and are revoked
onJuly 31, 2000. This action is in
response to EPA’s granting of an
emergency exemption under section 18
of the Federal Insecticide, Fungicide,
and Rodenticide Act (FIFRA)
authorizing use of the pesticide on
almonds. Section 408(l)(6) of the
Federal Food, Drug, and Cosmetic Act
requires EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under FIFRA section 18.

DATES: This regulation becomes
effective March 17, 1999. Objections
and requests for hearings must be
received by EPA, on or before May 17,
1999.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number [OPP-300797],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees’” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300797], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, Crystal Mall 2 (CM
#2), 1921 Jefferson Davis Hwy.,
Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epa.gov. Copies of electronic
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 or
ASCII file format. All copies of
electronic objections and hearing
requests must be identified by the
docket control number [OPP-300797].
No Confidential Business Information
(CBI) should be submitted through e-
mail. Copies of electronic objections and
hearing requests on this rule may be
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filed online at many Federal Depository
Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Stephen Schaible, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Rm. 271,
Crystal Mall 2 (CM #2), 1921 Jefferson
Davis Hwy., Arlington, VA, 703 308—
9362, schaible.stephen@epa.gov.
SUPPLEMENTARY INFORMATION: EPA
issued a final rule, published in the
Federal Register of April 11, 1997 (62
FR 17710) (FRL-5600-5), which
announced that on its own initiative
under section 408 of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346a and (I)(6), as amended by
the Food Quality Protection Act of 1996
(FQPA) (Pub. L. 104-170) it established
time-limited tolerances for the
combined residues of propiconazole and
its metabolites in or on almond nutmeat
and almond hulls at 0.1 ppm and 2.5
ppm, respectively, with an expiration
date of July 31, 1998. EPA extended the
expiration date of these tolerances to
July 31, 1999 in a Federal Register
notice published April 3, 1998 (63 FR
16437) (FRL-5781-7). EPA established
the tolerances because section 408(1)(6)
of the FFDCA requires EPA to establish
a time-limited tolerance or exemption
from the requirement for a tolerance for
pesticide chemical residues in food that
will result from the use of a pesticide
under an emergency exemption granted
by EPA under FIFRA section 18. Such
tolerances can be established without
providing notice or period for public
comment.

EPA received a request to extend the
use of propiconazole on almonds for
this year growing season due to the lack
of available effective alternative
fungicides, and wetter-than-normal
conditions. After having reviewed the
submission, EPA concurs that
emergency conditions exist. EPA has
authorized under FIFRA section 18 the
use of propiconazole on almonds for
control of anthracnose in almonds.

EPA assessed the potential risks
presented by residues of propiconazole
in or on almonds. In doing so, EPA
considered the safety standard in
FFDCA section 408(b)(2), and decided
that the necessary tolerance under
FFDCA section 408(1)(6) would be
consistent with the safety standard and
with FIFRA section 18. The data and
other relevant material have been
evaluated and discussed in the final rule
of April 11, 1997 (62 FR 17710) (FRL-
5600-5). Based on that data and
information considered, the Agency

reaffirms that extension of the time-
limited tolerances will continue to meet
the requirements of section 408(1)(6).
Therefore, the time-limited tolerances
are extended for an additional 1-year
period. EPA will publish a document in
the Federal Register to remove the
revoked tolerances from the Code of
Federal Regulations (CFR). Although
these tolerances will expire and are
revoked on July 31, 2000, under FFDCA
section 408(I)(5), residues of the
pesticide not in excess of the amounts
specified in the tolerances remaining in
or on almond nutmeats and almond
hulls after that date will not be
unlawful, provided the pesticide is
applied in a manner that was lawful
under FIFRA and the application
occurred prior to the revocation of the
tolerances. EPA will take action to
revoke these tolerances earlier if any
experience with, scientific data on, or
other relevant information on this
pesticide indicate that the residues are
not safe.

I. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to “‘object” to a tolerance
regulation as was provided in the old
section 408 and in section 409.
However, the period for filing objections
is 60 days, rather than 30 days. EPA
currently has procedural regulations
which govern the submission of
objections and hearing requests. These
regulations will require some
modification to reflect the new law.
However, until those modifications can
be made, EPA will continue to use those
procedural regulations with appropriate
adjustments to reflect the new law.

Any person may, by May 17, 1999,
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
under the “ADDRESSES” section (40
CFR 178.20). A copy of the objections
and/or hearing requests filed with the
Hearing Clerk should be submitted to
the OPP docket for this rulemaking. The
objections submitted must specify the
provisions of the regulation deemed
objectionable and the grounds for the
objections (40 CFR 178.25). Each
objection must be accompanied by the
fee prescribed by 40 CFR 180.33(i). EPA
is authorized to waive any fee
requirement ““when in the judgement of
the Administrator such a waiver or
refund is equitable and not contrary to
the purpose of this subsection.” For
additional information regarding
tolerance objection fee waivers, contact
James Tompkins, Registration Division

(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number, and
e-mail address: Rm. 239, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA,
(703) 305-5697, tompkins.jim@epa.gov.
Requests for waiver of tolerance
objection fees should be sent to James
Hollins, Information Resources and
Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460.

If a hearing is requested, the
objections must include a statement of
the factual issues on which a hearing is
requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the requestor
(40 CFR 178.27). A request for a hearing
will be granted if the Administrator
determines that the material submitted
shows the following: There is genuine
and substantial issue of fact; there is a
reasonable possibility that available
evidence identified by the requestor
would, if established, resolve one or
more of such issues in favor of the
requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.
A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

I1. Public Record and Electronic
Submissions

EPA has established a record for this
regulation under docket control number
[OPP-300797] (including any comments
and data submitted electronically). A
public version of this record, including
printed, paper versions of electronic
comments, which does not include any
information claimed as CBI, is available
for inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Rm. 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency, CM
#2, 1921 Jefferson Davis Hwy.,
Arlington, VA.
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Objections and hearing requests may
be sent by e-mail directly to EPA at:
opp-docket@epa.gov.

E-mailed objections and hearing
requests must be submitted as an ASCII
file avoiding the use of special
characters and any form of encryption.

The official record for this regulation,
as well as the public version, as
described in this unit will be kept in
paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official record which will also
include all comments submitted directly
in writing. The official record is the
paper record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

I11. Regulatory Assessment
Requirements

A. Certain Acts and Executive Orders

This final rule establishes a tolerance
under section 408 of the FFDCA. The
Office of Management and Budget
(OMB) has exempted these types of
actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). This final rule does
not contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title 11 of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since tolerances and
exemptions that are established under
section 408(l)(6) of FFDCA, such as the
tolerance/exemption in this final rule,
do not require the issuance of a
proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.
Nevertheless, the Agency previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse

economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950), and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.

B. Executive Order 12875

Under Executive Order 12875,
entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), EPA may not
issue a regulation that is not required by
statute and that creates a mandate upon
a State, local or tribal government,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by those
governments. If the mandate is
unfunded, EPA must provide to OMB a
description of the extent of EPA’s prior
consultation with representatives of
affected State, local, and tribal
governments, the nature of their
concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local, and tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”

Today'’s rule does not create an
unfunded Federal mandate on State,
local, or tribal governments. The rule
does not impose any enforceable duties
on these entities. Accordingly, the
requirements of section 1(a) of
Executive Order 12875 do not apply to
this rule.

C. Executive Order 13084

Under Executive Order 13084,
entitled Consultation and Coordination
with Indian Tribal Governments (63 FR
27655, May 19, 1998), EPA may not
issue a regulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If the mandate is
unfunded, EPA must provide OMB, in
a separately identified section of the
preamble to the rule, a description of
the extent of EPA’s prior consultation
with representatives of affected tribal
governments, a summary of the nature
of their concerns, and a statement
supporting the need to issue the
regulation. In addition, Executive Order

13084 requires EPA to develop an
effective process permitting elected
officials and other representatives of
Indian tribal governments “‘to provide
meaningful and timely input in the
development of regulatory policies on
matters that significantly or uniquely
affect their communities.”

Today'’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. This action
does not involve or impose any
requirements that affect Indian tribes.
Accordingly, the requirements of
section 3(b) of Executive Order 13084
do not apply to this rule.

IV. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
Agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and the Comptroller General of
the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 3, 1999.

Peter Caulkins,

Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

§180.434 Amended

2.1n §180.434, by amending
paragraph (b) by changing the date for
the commodities “almond hull’” and
“almond nutmeat” from “7/31/99" to
“7/31/00".

[FR Doc. 99-6382 Filed 3-16-99; 8:45 am]
BILLING CODE 6560-50-F
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300801; FRL—6064-6]
RIN 2070-AB78

Azoxystrobin; Pesticide Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for combined residues of
azoxystrobin (methyl(E)-2-(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate and its
Z isomer (methyl(Z2)-2-(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate) in or
on almond hulls, aspirated grain
fractions, bananas (postharvest), canola,
cucurbits, peanut hay, pistachios,
potatoes, rice, stone fruits, and wheat;
and residues of azoxystrobin (only) on
fat of cattle, goats, hogs, horses, and
sheep; meat of cattle, goats, hogs,
horses, and sheep; meat byproducts of
cattle, goats, hogs, horses, and sheep;
and milk. Zeneca Ag Products requested
these tolerances under the Federal Food,
Drug, and Cosmetic Act, as amended by
the Food Quality Protection Act of 1996.
DATES: This regulation is effective
March 17, 1999. Objections and requests
for hearings must be received by EPA on
or before May 17, 1999.
ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300801],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300801], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, Crystal Mall #2,
1921 Jefferson Davis Hwy., Arlington,
VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may be submitted electronically by

sending electronic mail (e-mail) to: opp-
docket@epa.gov. Copies of objections
and hearing requests must be submitted
as an ASCII file avoiding the use of
special characters and any form of
encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 file
format or ASCII file format. All copies
of objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300801]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Cynthia Giles-Parker, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Rm. 249,
Crystal Mall #2, 1921 Jefferson Davis
Hwy., Arlington, VA, 703-305-7740,
giles-parker.cynthia@epa.gov.
SUPPLEMENTARY INFORMATION: In the
Federal Register of October 8, 1997 (62
FR 52544)(FRL-5746—9) and December
11, 1998 (63 FR 68458)(FRL—6043-3),
EPA issued notices pursuant to section
408 of the Federal Food, Drug, and
Cosmetic Act (FFDCA), 21 U.S.C. 346a
as amended by the Food Quality
Protection Act of 1996 (FQPA) (Pub. L.
104-170) announcing the filing of two
pesticide petitions (PP) 8F4995 and
7F4864, for tolerances by Zeneca Ag
Products, 1800 Concord Pike, P.O. Box
15458, Wilmington, DE 19850-5458.
This notice included a summary of the
petition prepared by Zeneca Ag
Products, the registrant. There were no
comments received in response to the
notices of filing.

The petitions requested that 40 CFR
part 180 be amended by establishing
tolerances for combined residues of the
fungicide azoxystrobin (methyl(E)-2-(2-
(6-(2-cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate) and
its Z isomer (methyl(Z)-2-(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate) in or
on almond hulls at 4.0 parts per million
(ppm), bananas (postharvest) at 2.0
ppm, canola at 1.0 ppm, cucurbits at 0.3
ppm, peanut hay at 1.5 ppm, pistachios
at 0.01 ppm, potatoes at 0.03 ppm, rice
grain at 4.0 ppm, rice straw at 11 ppm,
rice hulls at 20 ppm, stone fruits at 1.5
ppm, tree nuts at 0.01 ppm; wheat grain
at 0.04 ppm, wheat bran at 0.12 ppm,
wheat hay at 13.0 ppm, wheat straw at
4.0 ppm; wheat aspirated grain fractions
at 15.0 ppm, and for the residues of

azoxystrobin (only) in eggs at 0.4 ppm;
fat of cattle, goats, hogs, horses, poultry,
and sheep at 0.01 ppm; kidney of cattle
at 0.06 ppm; liver of cattle, goats,
horses, and sheep at 0.3 ppm; liver of
hogs at 0.2 ppm; liver of poultry at 0.4
ppm; meat of cattle, goats, hogs, horses,
poultry, and sheep at 0.01 ppm; and
milk at 0.006 ppm.

I. Background and Statutory Findings

Section 408(b)(2)(A)(i) of the FFDCA
allows EPA to establish a tolerance (the
legal upper limit for a pesticide
chemical residue in or on a food) only
if EPA determines that the tolerance is
“safe.” Section 408(b)(2)(A)(ii) defines
“safe’” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.”” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to ““ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue....”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 and a
complete description of the risk
assessment process, see the final rule on
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7).

I1. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D)
of the FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action. EPA has sufficient data to assess
the hazards of azoxystrobin and to make
a determination on aggregate exposure,
consistent with section 408(b)(2), for
establishment of permanent tolerances
for combined residues of azoxystrobin
(methyl(E)-2-(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate) and
its Z isomer (methyl(E)-2-(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate) in or
on almond hulls at 4.0 ppm, aspirated
grain fractions at 10 ppm, bananas (pre-
harvest and postharvest) at 2.0 ppm (of
which not more than 0.1 ppm is
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contained in the pulp), canola at 1.0
ppm, cucurbits at 0.3 ppm, peanut hay
at 2.0 ppm, pistachios at 0.01 ppm,
potatoes at 0.03 ppm, rice grain at 5.0
ppm, rice straw at 12 ppm, rice hulls at
20 ppm, stone fruits at 1.5 ppm, tree
nuts at 0.010 ppm, wheat grain at 0.10
ppm, wheat bran at 0.20 ppm, wheat
hay at 15 ppm, wheat straw at 4.0 ppm,
and for the residues of azoxystrobin
(only) in fat of cattle, goats, hogs, horses,
and sheep at 0.010 ppm; meat of cattle,
goats, hogs, horses, and sheep at 0.01
ppm; meat byproducts of cattle, goats,
hogs, horses, and sheep at 0.010 ppm;
and milk at 0.006 ppm. A permanent
domestic tolerance of 0.5 ppm already
exists for bananas and will be amended
by this rule. Temporary tolerances
already exist for fat of cattle, goats, hogs,
horses, and sheep at 0.01 ppm; kidney
of cattle, goats, hogs, and sheep at 0.06
ppm; liver of cattle, goats, horses, and
sheep at 0.3 ppm; liver of hogs at 0.2
ppm; meat of cattle, goats, hogs, horses,
and sheep at 0.01 ppm; cucurbits at 1.0
ppm; milk at 0.006 ppm; potatoes at
0.03 ppm; rice grain at 4 ppm; rice hulls
at 20 ppm; and rice straw at 10 ppm. A
tolerance of 0.8 ppm already exists for
peaches; this will be superseded by the
stone fruits tolerance of 1.5 ppm that is
being established in this rule. Several of
the tolerances that are being established
by this rule are different from (often
higher than) those proposed by Zeneca
Ag Products. EPA review of the data
submitted by the company lead to an
Agency decision to modify the proposed
tolerances. During these reviews it was
also determined that azoxystrobin uses
that have been registered so far do not
lead to a need to establish tolerances for
poultry commodities (including eggs).
EPA’s assessment of the exposures and
risks associated with establishment of
the above tolerances follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by azoxystrobin is
discussed in this unit.

1. Acute toxicity. The acute oral
toxicity study in rats of technical
azoxystrobin resulted in an LDsg of >
5,000 milligrams/kilogram (mg/kg)
(limit test) for both males and females.
The acute dermal toxicity study in rats
of technical azoxystrobin resulted in an
LDso of > 2,000 mg/kg (limit dose). The

acute inhalation study of technical
azoxystrobin in rats resulted in an LCso
of 0.962 mg/liter (mg/L) in males and
0.698 mg/L in females. In an acute oral
neurotoxicity study in rats dosed once
by gavage with 0, 200, 600, or 2,000 mg/
kg azoxystrobin, the systemic toxicity
no observable adverse effect level
(NOAEL) was < 200 mg/kg and the
systemic toxicity lowest observed
adverse effect level (LOAEL) was 200
mg/kg, based on the occurrence of
transient diarrhea in both sexes. There
was no indication of neurotoxicity at the
doses tested.

2. Mutagenicity. Azoxystrobin was
negative for mutagenicity in the
salmonella/mammalian activation gene
mutation assay, the mouse
micronucleus test, and the unscheduled
DNA synthesis in rat hepatocytes/
mammalian cells (in vivo/in vitro
procedure study). In the forward
mutation study using L5178 mouse
lymphoma cells in culture, azoxystrobin
tested positive for forward gene
mutation at the TK locus. In the in vitro
human lymphocytes cytogenetics assay
of azoxystrobin, there was evidence of a
concentration related induction of
chromosomal aberrations over
background in the presence of moderate
to severe cytotoxicity.

3. Rat metabolism. In this study,
azoxystrobin--unlabeled or with a
pyrimidinyl, phenylacrylate, or
cyanophenyl label--was administered to
rats by gavage as a single dose or as 14—
day repeated doses. Less than 0.5% of
the administered dose was detected in
the tissues and carcass up to 7 days
post-dosing and most of it was in
excretion-related organs. There was no
evidence of potential for
bioaccumulation. The primary route of
excretion was via the feces, though 9- to
18% was detected in the urine of the
various dose groups. Absorbed
azoxystrobin appeared to be extensively
metabolized. A metabolic pathway was
proposed showing hydrolysis and
subsequent glucuronide conjugation as
the major biotransformation process.
This study was classified as
supplementary but upgradeable; the
company has submitted data intended
to upgrade the study to acceptable and
these data have been scheduled for
review.

4. Sub-chronic toxicity. i. In a 90-day
rat feeding study the NOAEL was 20.4
mg/kg/day for males and females. The
LOAEL was 211.0 mg/kg/day based on
decreased weight gain in both sexes,
clinical observations of distended
abdomens and reduced body size, and
clinical pathology findings attributable
to reduced nutritional status.

ii. In a subchronic toxicity study in
which azoxystrobin was administered to
dogs by capsule for 92 or 93 days, the
NOAEL for both males and females was
50 mg/kg/day. The LOAEL was 250 mg/
kg/day, based on treatment-related
clinical observations and clinical
chemistry alterations at this dose.

iii. In a 21-day repeated-dose dermal
rat study using azoxystrobin, the
NOAEL for both males and females was
greater than or equal to 1,000 mg/kg/day
(the highest dosing regimen); a LOAEL
was therefore not determined.

5. Chronic feeding toxicity and
carcinogenicity. i. In a 2—year feeding
study in rats fed diets containing 0, 60,
300, and 750/1,500 ppm (males/
females), the systemic toxicity NOAEL
was 18.2 mg/kg/day for males and 22.3
mg/kg/day for females. The systemic
toxicity LOAEL for males was 34 mg/kg/
day, based on reduced body weights,
food consumption, and food efficiency;
and bile duct lesions. The systemic
toxicity LOAEL for females was 117.1
mg/kg/day, based on reduced body
weights. There was no evidence of
carcinogenic activity in this study.

ii. In a 1-year feeding study in dogs
to which azoxystrobin was fed by
capsule at doses of 0, 3, 25, or 200 mg/
kg/day, the NOAEL for both males and
females was 25 mg/kg/day and the
LOAEL was 200 mg/kg/day for both
sexes, based on clinical observations,
clinical chemistry changes, and liver
weight increases that were observed in
both sexes.

iii. In a 2—year carcinogenicity feeding
study in mice using dosing
concentrations of 0, 50, 300, or 2,000
ppm, the systemic toxicity NOAEL was
37.5 mg/kg/day for both males and
females. The systemic toxicity LOAEL
was 272.4 mg/kg/day for both sexes,
based on reduced body weights in both
sexes at this dose. There was no
evidence of carcinogenicity at the dose
levels tested.

According to the new proposed
guidelines for Carcinogen Risk
Assessment (April, 1996), the
appropriate descriptor for human
carcinogenic potential of azoxystrobin is
“Not Likely.” The appropriate
subdescriptor is ‘‘has been evaluated in
at least two well conducted studies in
two appropriate species without
demonstrating carcinogenic effects.”

6. Developmental and reproductive
toxicity. i. In a prenatal development
study in rats gavaged with azoxystrobin
at dose levels of 0, 25, 100, or 300 mg/
kg/day during days 7 through 16 of
gestation, lethality at the highest dose
caused the discontinuation of dosing at
that level. The developmental NOAEL
was greater than or equal to 100 mg/kg/
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day and the developmental LOAEL was
> 100 mg/kg/day because no significant
adverse developmental effects were
observed. In this same study, the
maternal NOAEL was not established;
the maternal LOAEL was 25 mg/kg/day,
based on increased salivation.

ii. In a prenatal developmental study
in rabbits gavaged with 0, 50, 150, or
500 mg/kg/day during days 8 through 20
of gestation, the developmental NOAEL
was 500 mg/kg/day and the
developmental LOAEL was > 500 mg/
kg/day because no treatment-related
adverse effects on development were
seen. The maternal NOAEL was 150 mg/
kg/day and the maternal LOAEL was
500 mg/kg/day, based on decreased
body weight gain.

iii. In a two-generation reproduction
study, rats were fed 0, 60, 300, or 1,500
ppm of azoxystrobin. The reproductive
NOAEL was 32.2 mg/kg/day. The
reproductive LOAEL was 165.4 mg/kg/
day; reproductive toxicity was
demonstrated as treatment-related
reductions in adjusted pup body
weights as observed in the Fla and F2a
pups dosed at 1,500 ppm (165.4 mg/kg/
day).

B. Toxicological Endpoints

1. Acute toxicity. The Agency
evaluated the existing toxicology
database for azoxystrobin and did not
identify any acute dietary endpoint
because there were no effects of concern
attributable to a single dose (exposure)
in oral toxicology studies including
developmental toxicity studies in the rat
and rabbit and acute neurotoxicity study
in the rat. Therefore, this risk
assessment is not required.

2. Short- and intermediate-term
toxicity. The Agency evaluated the
existing toxicology database for short-
term and intermediate-term dermal and
inhalation exposure and determined
that this risk assessment is not required
because no dermal or systemic effects
were seen in the repeated dose dermal
study at the limit dose. The only
registered residential use for
azoxystrobin is residential turf.

3. Chronic toxicity. EPA has
established the Reference Dose (RfD) for
azoxystrobin at 0.18 mg/kg/day. This
RfD is based on a NOAEL of 18.2 mg/
kg/day from the rat chronic toxicity/
carcinogenicity feeding study. Effects
observed at the LOAEL’s (34 mg/kg/day
for males, 117.1 mg/kg/day for females)
included reduced body weights, food
consumption and efficiency. Males also
had bile duct lesions. An uncertainty
factor of 100 was used to allow for
interspecies sensitivity and intraspecies
variability. There was no evidence of
increased susceptibility of infants or

children to azoxystrobin. Therefore, no
additional uncertainty factor to protect
infants and children is needed at this
time.

4. Carcinogenicity. The Agency
determined that azoxystrobin should be
classified as *“Not Likely” to be a human
carcinogen according to the proposed
revised Cancer Guidelines. This
classification is based on the lack of
evidence of carcinogenicity in long-term
rat and mouse feeding studies.

C. Exposures and Risks

1. From food and feed uses.
Permanent tolerances have been
established (40 CFR 180. 507(a)) for the
combined residues of azoxystrobin
(methyl(E)-2(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate) and
its Z isomer (methyl (2)-2-(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate)), in or
on the following raw agricultural
commodities: pecans at 0.01 ppm,
peanuts at 0.01 ppm, peanut oil at 0.03
ppm, grapes at 1.0 ppm, bananas at 0.5
ppm, peaches at 0.80 ppm, tomatoes at
0.2 ppm, and tomato paste at 0.6 ppm.
In addition, time-limited tolerances
have been established for crops,
processed foods and animal
commodities (40 CFR 180.507(b)) at
levels ranging from 0.006 ppm in milk
to 20 ppm in rice hulls and including
cucurbits at 1.0 ppm, rice grain at 4
ppm, rice hulls at 20 ppm, rice straw at
10 ppm, and potatoes at 0.03 ppm. Risk
assessments were conducted by EPA to
assess dietary exposures from
azoxystrobin as follows:

i. Acute exposure and risk. The
Agency did not conduct an acute risk
assessment because no toxicological
endpoint of concern was identified
during review of available data.

ii. Chronic exposure and risk. The
Dietary Exposure Evaluation Model
(DEEM), a chronic exposure analysis,
was used in conducting this chronic
dietary risk assessment. EPA has made
very conservative assumptions -- 100%
of all commodities having azoxystrobin
residues at the level of the tolerance
with the exception of raisins and grape
juice which are expected to result in an
over estimation of human dietary
exposure. Thus, in making a safety
determination for this tolerance, the
Agency is taking into account these
conservative exposure assessments. The
following percentages of the RfD from
dietary exposure were calculated: U.S.
population (48 states, all seasons), 2%o;
all infants (< 1 year old), 7%; nursing
infants (< 1 year old), 2%; non-nursing
infants (< 1 year old), 9%; children (1-
6 years old), 5%; children (7-12 years

old), 3% and non-Hispanic (other than
black or white), 4%. The subgroups
listed are infants/children and other
subgroups for which the percentage of
the RfD occupied is greater than the
group U.S. population (48 states).

2. From drinking water. In the absence
of reliable, available monitoring data,
EPA uses models to estimate
concentrations of pesticides in ground
and surface water. For azoxystrobin,
modeling was used to estimate surface
water concentrations because of very
limited surface water monitoring data.
However, EPA does not use these model
estimates to quantify risk. Currently,
EPA uses drinking water levels of
comparison (DWLOC’s) as a surrogate to
capture risk associated with exposure to
pesticides in drinking water. A DWLOC
is the concentration of a pesticide in
drinking water that would be acceptable
as an upper limit in light of total
aggregate exposure to that pesticide
from food, water, and residential uses.
A DWLOC will vary depending on the
residue level in foods, the toxicity
endpoint and with drinking water
consumption patterns and body weight
for specific subpopulations. EPA
believes model estimates to be
overestimations of concentrations of
azoxystrobin expected in drinking
water. Azoxystrobin is moderately
persistent in soil in the absence of light
and one of its metabolites is potentially
moderately mobile in coarse textured
soils. The potential mobility and
persistence of some degradates based on
batch equilibrium studies, aerobic soil
metabolism and some field dissipation
studies are similar to pesticides with a
potential to leach into ground water
under some conditions. There is no
established Maximum Contaminant
Level for residues of azoxystrobin in
drinking water. No health advisory
levels for azoxystrobin in drinking water
have been established.

i. Acute exposure and risk. An
assessment was not conducted because
no toxicological end-point of concern
was identified.

ii. Chronic exposure and risk. Based
on the chronic dietary (food) exposure
estimates, chronic DWLOC'’s for
azoxystrobin were calculated and are
summarized as follows: U. S. Population
(48 states) 6,200 pg/L; females (13+)
(using the highest TMRC for the 5
subgroups of females), 5,200 pg/L;
infants/children (using the highest
TMRC for the 5 subgroups of infants/
children) 1,600 pg/L and non-Hispanic
(other than black or white), 6,100 ug/L.
The highest EEC for azoxystrobin in
surface water is from the application of
azoxystrobin on grapes (39 ug/L) and is
substantially lower than the DWLOCs
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calculated. Therefore, chronic exposure
to azoxystrobin residues in drinking
water does not exceed EPA’s level of
concern.

3. From non-dietary exposure. The
only registered indoor/outdoor
residential use for azoxystrobin is
residential turf. The Agency evaluated
the existing toxicology database and
determined that there are no
toxicological end points of concern.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) requires that,
when considering whether to establish,
modify, or revoke a tolerance, the
Agency consider “available
information’ concerning the cumulative
effects of a particular pesticide’s
residues and “‘other substances that
have a common mechanism of toxicity.”

EPA does not have, at this time,
available data to determine whether
azoxystrobin has a common mechanism
of toxicity with other substances or how
to include this pesticide in a cumulative
risk assessment. Unlike other pesticides
for which EPA has followed a
cumulative risk approach based on a
common mechanism of toxicity,
azoxystrobin does not appear to produce
a toxic metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has not
assumed that azoxystrobin has a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the final rule for
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997).

D. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. There were no effects of
concern attributable to a single dose
(exposure) in oral toxicological studies
including developmental toxicity
studies in rat and rabbit and an acute
neurotoxicity study in rats. Accordingly,
EPA concludes that azoxystrobin does
not pose an acute risk.

2. Chronic risk. Using the exposure
assumptions described in this unit, EPA
has concluded that aggregate exposure
to azoxystrobin from food will utilize
from 2% to 9% of the RfD for the U.S.
population. The major identifiable
subgroup with the highest aggregate
exposure is non-nursing infants (<1 year
old). EPA generally has no concern for
exposures below 100% of the RfD
because the RfD represents the level at
or below which daily aggregate dietary
exposure over a lifetime will not pose
appreciable risks to human health.

Based on the chronic (food only)
exposure, chronic DWLOC'’s were
calculated. The lowest DWLOC of 1,600
pg/L was for infants/children (using the
highest TMRC for the five subgroups of
infants/children listed in the DEEM
analysis). The highest Estimated
Environmental Concentration (EEC) in
surface water is from application to
grapes (39 pug/L) and is substantially
lower than the calculated DWLOC. The
EEC'’s as a result of application to the
proposed uses are no higher than those
calculated for grapes. Therefore chronic
exposure in drinking water does not
exceed the Agency’s level of concern.

3. Short- and intermediate-term risk.
Short- and intermediate-term risk. No
dermal or systemic effects were seen in
the repeated dose dermal study at the
limit dose. The only indoor or outdoor
residential use currently registered for
azoxystrobin is residential turf. EPA
concluded that azoxystrobin does not
pose a short- or intermediate-term risk.

4. Aggregate cancer risk for U.S.
population. The Agency determined
that azoxystrobin should be classified as
“Not Likely”” to be a human carcinogen
according to the proposed revised
Cancer Guidelines because there was no
evidence of carcinogenicity in valid
chronic toxicity studies using two
species of mammals. The Agency has
therefore concluded that azoxystrobin
does not pose a cancer risk.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result from aggregate
exposure to azoxystrobin residues as a
result of current use patterns.

E. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children—i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
azoxystrobin, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a 2-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
maternal pesticide exposure during
gestation. Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre- and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin

of safety will be safe for infants and
children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a margin
of exposure (MOE) analysis or through
using uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk to humans. EPA
believes that reliable data support using
the standard MOE and uncertainty
factor (usually 100 for combined inter-
and intra species variability) and not the
additional tenfold MOE/uncertainty
factor when EPA has a complete data
base under existing guidelines and
when the severity of the effect in infants
or children or the potency or unusual
toxic properties of a compound do not
raise concerns regarding the adequacy of
the standard MOE/safety factor.

ii. Developmental toxicity studies— a.
Rabbit. In the developmental toxicity
study in rabbits, developmental NOAEL
was 500 mg/kg/day, at the highest dose
tested (HDT). Because there were no
treatment-related effects, the
developmental LOAEL was greater than
500 mg/kg/day. The maternal NOAEL
was 150 mg/kg/day. The maternal
LOAEL of 500 mg/kg/day was based on
decreased body weight gain during
dosing.

b. Rat. In the developmental toxicity
study in rats, the maternal (systemic)
NOAEL was not established. The
maternal LOAEL of 25 mg/kg/day at the
lowest dose tested (LDT) was based on
increased salivation. The developmental
(fetal) NOAEL was 100 mg/kg/day
(HDT).

iii. Reproductive toxicity study. Rat.
In the 2-generation reproductive toxicity
study in rats, the parental (systemic)
NOAEL was 32.3 mg/kg/day. The
parental LOAEL of 165.4 mg/kg/day was
based on decreased body weights in
males and females, decreased food
consumption and increased adjusted
liver weights in females, and
cholangitis. The reproductive NOAEL
was 32.3 mg/kg/day. The reproductive
LOAEL of 165.4 mg/kg/day was based
on increased weanling liver weights and
decreased body weights for pups of both
generations.

iv. Pre- and post-natal sensitivity. The
pre- and post-natal toxicology data base
for azoxystrobin is complete with
respect to current toxicological data
requirements. The results of these
studies indicate that infants and
children are no more sensitive to
exposure than adults, based on the
results of the rat and rabbit
developmental toxicity studies and the
2-generation reproductive toxicity study
in rats. There are no developmental
effects in the rat and rabbit
developmental studies and the effects
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observed in the offspring in the
reproduction study occur at the same
dose levels in which toxicity was
observed in the parents. The effects in
the young are not more severe than
those observed with the parents
(decreased body weights in both parents
and pups).

v. Conclusion. There is a complete
toxicity database for azoxystrobin and
exposure data are complete or are
estimated based on data that reasonably
account for potential exposures.
Accordingly, EPA has determined that
the standard margin of safety of infants
and children and the additional tenfold
safety factor can be removed.

2. Chronic risk. Using the exposure
assumptions described in this unit, EPA
has concluded that aggregate exposure
to azoxystrobin from food will utilize
from 2% to 9% of the RfD for infants
and children. EPA generally has no
concern for exposures below 100% of
the RfD because the RfD represents the
level at or below which daily aggregate
dietary exposure over a lifetime will not
pose appreciable risks to human health.
Despite the potential for exposure to
azoxystrobin in drinking water and from
non-dietary, non-occupational exposure,
EPA does not expect the aggregate
exposure to exceed 100% of the RfD.

3. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to infants and
children from aggregate exposure to
azoxystrobin residues.

I11. Other Considerations

A. Metabolism In Plants and Animals

The qualitative nature of the residue
in plants is adequately understood. A
grape metabolism study was evaluated
by the Agency in December, 1995 and
it was determined that the residues of
concern in grapes were the parent and
its Z isomer. In peanut and wheat
metabolism studies the major residues
were also azoxystrobin and its Z isomer.
Azoxystrobin does not accumulate in
crop seeds or fruits. Metabolism of
azoxystrobin in plants is complex, with
more than 15 metabolites identified.
However, these metabolites are present
at low levels, typically much less than
5% of the total radioactive residue level.
Based on parent being the predominant
residue in the grape, wheat and peanut
metabolism studies, the Agency
concludes that the residues of concern
in all directly treated crops are the
parent and its Z isomer.

The nature of the residue in animals
is adequately understood. The Agency
has determined that the residue of
concern in livestock is parent

azoxystrobin only. This determination
was based on the results of metabolism
studies performed on goats and poultry.
The goat metabolism study was
reviewed in conjunction with PP
5F4541. The poultry metabolism study
was reviewed in conjunction with PP
6F4762. Azoxystrobin and one
metabolite (compound 28) were
identified in egg yolk and compound 28
alone was found in liver. Residues in
extracts of egg whites, muscle, and skin
with underlying peritoneal fat were less
than 0.01 ppm. Residues of azoxystrobin
were less than 0.01 ppm at a feeding
level of 1.4x in the radiolabeled study
and also less than 0.01 ppm in a feeding
study at 60 ppm (about 7x). As a result,
there is no reasonable expectation of
finite residues of azoxystrobin in
poultry commodities.

The registrant submitted three
analytical methods for the analysis of
the subject commodities.

1. The first method, RAM 243, is a gas
chromatography with nitrogen-
phosphorus detection (GC/NPD) method
which can be used for the analysis of
cereals, processed cereals, dried beans,
peas, leafy crops, bananas, soft fruits,
processed soft fruits, citrus, fruiting
vegetables, root crops, stone fruits,
wine, and citrus juice. This method has
been reviewed and validated by the
Agency, and will be submitted to the
Food and Drug Administration (FDA)
for inclusion in PAM II.

2. The second method, RAM 260, is
a GC/NPD method for the analysis of
azoxystrobin and its Z isomer in crops
of high lipid content. The registrant has
used it for analysis of peanut kernel and
hull, processed peanut, pecan kernel,
coffee bean, citrus skin, and canola oil.
This method has been validated by the
Agency and will be submitted to the
FDA for inclusion in PAM I1.

3. The third method, RAM 255, uses
gas chromatography with thermionic
detection, nitrogen mode, for analysis of
animal commodities. It has been
validated by the Agency for analysis of
milk and animal tissues. The laboratory
will issue a written report shortly and
the method will be submitted to FDA for
inclusion in PAM I1.

Therefore, adequate analytical
methodology is available to enforce the
tolerance expression. The method may
be requested from: Calvin Furlow,
PIRIB, IRSD (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office and telephone
number: Rm. 101FF, Crystal Mall #2,
1921 Jefferson Davis Hwy., Arlington,
VA, (703) 305-5229.

B. Magnitude of Residues

Azoxystrobin has been subjected to
FDA'’s multiresidue protocols. It could
not be recovered through application of
any protocol. Residues of azoxystrobin
and its Z isomer are not expected to
exceed the proposed tolerance levels
and the submitted data support
tolerance levels for combined residues
of azoxystrobin (methyl(E)-2-(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate) and
its Z isomer (methyl(Z)-2-(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate) in or
on almond hulls at 4.0 ppm, aspirated
grain fractions at 10 ppm, bananas (pre-
harvest and postharvest) at 2.0 ppm (of
which not more than 0.1 ppm is
contained in the pulp), canola at 1.0
ppm, cucurbits at 0.3 ppm, peanut hay
at 2.0 ppm, pistachios at 0.01 ppm,
potatoes at 0.03 ppm, rice grain at 5.0
ppm, rice straw at 12 ppm, rice hulls at
20 ppm, stone fruits at 1.5 ppm, tree
nuts at 0.010 ppm, wheat grain at 0.10
ppm, wheat bran at 0.20 ppm, wheat
hay at 15 ppm, wheat straw at 4.0 ppm,
and for the residues of azoxystrobin
(only) in fat of cattle, goats, hogs, horses,
and sheep at 0.010 ppm; meat of cattle,
goats, hogs, horses, and sheep at 0.01
ppm; meat byproducts of cattle, goats,
hogs, horses, and sheep at 0.010 ppm;
and milk at 0.006 ppm. The submitted
residue data support a tolerance level of
2.0 ppm for residues of azoxystrobin in
or on whole bananas and a tolerance
level of 0.1 ppm in or on banana pulp.
The tolerance for bananas must be listed
as 2.0 ppm for the combined residues of
azoxystrobin and its Z isomer in/on
bananas (whole fruit) and residues in
banana pulp must not exceed 0.1 ppm.

C. International Residue Limits

There are no Codex, Canadian or
Mexican Maximum Residue Limits
(MRL) established for azoxystrobin for
bananas, curcurbits, potatoes, or stone
fruits.

D. Rotational Crop Restrictions

Rotational crop data were previously
submitted. Based on this information, a
45—day plantback interval is appropriate
for all crops other than those having
tolerances for azoxystrobin and its Z
isomer.

IV. Conclusion

Therefore, tolerances are established
for combined residues of azoxystrobin
(methyl(E)-2-(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate) and
its Z isomer (methyl(Z)-2-(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate) in or
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on almond hulls at 4.0 ppm, aspirated
grain fractions at 10 ppm, bananas (pre-
harvest and postharvest) at 2.0 ppm (of
which not more than 0.1 ppm is
contained in the pulp), canola at 1.0
ppm, cucurbits at 0.3 ppm, peanut hay
at 2.0 ppm, pistachios at 0.01 ppm,
potatoes at 0.03 ppm, rice grain at 5.0
ppm, rice straw at 12 ppm, rice hulls at
20 ppm, stone fruits at 1.5 ppm, tree
nuts at 0.010 ppm, wheat grain at 0.10
ppm, wheat bran at 0.20 ppm, wheat
hay at 15 ppm, wheat straw at 4.0 ppm,
and for the residues of azoxystrobin
(only) in fat of cattle, goats, hogs, horses,
and sheep at 0.010 ppm; meat of cattle,
goats, hogs, horses, and sheep at 0.01
ppm; meat byproducts of cattle, goats,
hogs, horses, and sheep at 0.010 ppm;
and milk at 0.006 ppm.

V. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to ““‘object” to a tolerance
regulation as was provided in the old
section 408 and in section 409.
However, the period for filing objections
is 60 days, rather than 30 days. EPA
currently has procedural regulations
which govern the submission of
objections and hearing requests. These
regulations will require some
modification to reflect the new law.
However, until those modifications can
be made, EPA will continue to use those
procedural regulations with appropriate
adjustments to reflect the new law.

Any person may, by May 17, 1999,
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
under the “ADDRESSES” section (40
CFR 178.20). A copy of the objections
and/or hearing requests filed with the
Hearing Clerk should be submitted to
the OPP docket for this regulation. The
objections submitted must specify the
provisions of the regulation deemed
objectionable and the grounds for the
objections (40 CFR 178.25). Each
objection must be accompanied by the
fee prescribed by 40 CFR 180.33(i). EPA
is authorized to waive any fee
requirement “when in the judgement of
the Administrator such a waiver or
refund is equitable and not contrary to
the purpose of this subsection.” For
additional information regarding
tolerance objection fee waivers, contact
James Tompkins, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number, and
e-mail address: Rm. 239, Crystal Mall
#2, 1921 Jefferson Davis Hwy.,

Arlington, VA, (703) 305-5697,
tompkins.jim@epa.gov. Requests for
waiver of tolerance objection fees
should be sent to James Hollins,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460.

If a hearing is requested, the
objections must include a statement of
the factual issues on which a hearing is
requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the requestor
(40 CFR 178.27). A request for a hearing
will be granted if the Administrator
determines that the material submitted
shows the following: There is genuine
and substantial issue of fact; there is a
reasonable possibility that available
evidence identified by the requestor
would, if established, resolve one or
more of such issues in favor of the
requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.
A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

V1. Public Record and Electronic
Submissions

EPA has established a record for this
regulation under docket control number
[OPP-300801] (including any comments
and data submitted electronically). A
public version of this record, including
printed, paper versions of electronic
comments, which does not include any
information claimed as CBI, is available
for inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency,
Crystal Mall #2, 1921 Jefferson Davis
Hwy., Arlington, VA.

Objections and hearing requests may
be sent by e-mail directly to EPA at:

opp-docket@epa.gov.

E-mailed objections and hearing
requests must be submitted as an ASCII

file avoiding the use of special
characters and any form of encryption.

The official record for this regulation,
as well as the public version, as
described in this unit will be kept in
paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official record which will also
include all comments submitted directly
in writing. The official record is the
paper record maintained at the Virginia
address in ““ADDRESSES” at the
beginning of this document.

VII. Regulatory Assessment
Requirements

A. Certain Acts and Executive Orders

This final rule establishes a tolerance
under section 408(d) of the FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). This final rule does
not contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title Il of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
408(d), such as the tolerances in this
final rule, do not require the issuance of
a proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.
Nevertheless, the Agency previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
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the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950), and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.

B. Executive Order 12875

Under Executive Order 12875,
entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), EPA may not
issue a regulation that is not required by
statute and that creates a mandate upon
a State, local or tribal government,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by those
governments. If the mandate is
unfunded, EPA must provide to OMB a
description of the extent of EPA’s prior
consultation with representatives of
affected State, local, and tribal
governments, the nature of their
concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local, and tribal
governments “‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”

Today’s rule does not create an
unfunded Federal mandate on State,
local, or tribal governments. The rule
does not impose any enforceable duties
on these entities. Accordingly, the
requirements of section 1(a) of
Executive Order 12875 do not apply to
this rule.

C. Executive Order 13084

Under Executive Order 13084,
entitled Consultation and Coordination
with Indian Tribal Governments (63 FR
27655, May 19, 1998), EPA may not
issue a regulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If the mandate is
unfunded, EPA must provide OMB, in
a separately identified section of the
preamble to the rule, a description of
the extent of EPA’s prior consultation
with representatives of affected tribal
governments, a summary of the nature
of their concerns, and a statement
supporting the need to issue the
regulation. In addition, Executive Order
13084 requires EPA to develop an

effective process permitting elected
officials and other representatives of
Indian tribal governments “‘to provide
meaningful and timely input in the
development of regulatory policies on
matters that significantly or uniquely
affect their communities.”

Today'’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. This action
does not involve or impose any
requirements that affect Indian tribes.
Accordingly, the requirements of
section 3(b) of Executive Order 13084
do not apply to this rule.

VII1. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
Agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and the Comptroller General of
the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 5, 1999.

James Jones,

Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]

1. The authority citation for part 180
continues to read as follows:
Authority: 21 U.S.C. 321(q), 346a and 371.

§180.507 [Amended]

2.In §180.507, paragraph (a)(1), by
removing from the table the
commodities “Bananas’”, and
“Peaches”.

3. Section 180.507 is further amended
in paragraph (a)(1) by changing the
words ‘“‘raw agricultural commodities”
to read ‘““food commodities”, by
alphabetically adding the following
commodities to the table in paragraph

(2)(1), by redesignating paragraph (a)(2)
as paragraph (a)(3), and by adding a new

paragraph (a)(2) to read as follows:

§180.507 Azoxystrobi
residues General.

n; tolerances for

(a) General. (1) * * *

Commodity Parts per million
Almond hulls ............. 4.0
Aspirated grain frac- 10
tions.
Bananas (pre-harvest | 2.0 (of which not
and post harvest). more than 0.1 is
contained in the
pulp)
Canola ......ccccccvveennenn. 1.0
Cucurbits .......cccoeeeeee. 0.3
* * * * *
Peanut hay ................ 2.0
Pistachios 0.010
Potatoes ........ 0.03
Rice grain 5.0
Rice hulls 20
Rice straw 12
Stone fruits ................ 15
* * * * *
Tree nuts ......ccceeeeeeee. 0.010
Wheat bran ... 0.20
Wheat grain 0.10
Wheat hay ......... 15
Wheat straw 4.0

(2) Tolerances are established for
residues of the fungicide, azoxystrobin

[methyl(E)-2-(2-(6-(2-
cyanophenoxy)pyrim

idin-4-

yloxy)phenyl)-3-methoxyacrylate] in or
on the following food commodities.

Commodity P%ritlﬁopner
Cattle, fat .....ccooooeeeiiiiiieeee, 0.010
Cattle, meat ..........ccee... 0.01
Cattle, meat byproducts .... 0.010
Goats, fat .....ccccoevreiennnnne 0.010
Goats, meat ...........ccueeene 0.01
Goats, meat byproducts ........... 0.010
Hogs, fat ....coooiiiiiee, 0.010
Hogs, meat ..............o.. 0.01
Hogs, meat byproducts .. 0.010
Horses, fat ........ccccceveens 0.010
Horses, meat .........ccccceeeiinnnnnn. 0.01
Horses, meat byproducts ......... 0.010
MilK. e 0.006
Sheep, fat ..o 0.010
Sheep, meat .........cccccueene. 0.01
Sheep, meat byproducts 0.010

* * * X *

[FR Doc. 99-6387 Filed
BILLING CODE 6560-50-F

3-16-99; 8:45 am]
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 302 and 355
[FRL—6309-3a]

Administrative Reporting Exemptions
for Certain Radionuclide Releases

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Technical amendment of final
rule.

SUMMARY: The Environmental Protection
Agency today is issuing amended
language to a final rule published on
March 19, 1998, (63 FR 13460) that
granted exemptions from certain
reporting requirements under the
Comprehensive Environmental
Response, Compensation, and Liability
Act and the Emergency Planning and
Community Right-to-Know Act.
Among other reporting exemptions,
the March 19, 1998, final rule exempted
from certain reporting requirements
releases of naturally occurring
radionuclides associated with land
disturbance incidental to extraction
activities, except that which occurs at
uranium, phosphate, tin, zircon,
hafnium, vanadium, and rare earth
mines. Today’s technical amendment
will clarify that land disturbance
incidental to extraction includes
replacing in mined-out areas coal ash,
earthen materials from farming and
construction, or overburden or other
raw materials generated from the
exempted mining activities. The

clarification is intended to remove
misunderstanding as to which
radionuclide releases are subject to the
final reporting exemptions.

EFFECTIVE DATE: March 17, 1999.
ADDRESSES:

Release Notification: The toll-free
telephone number of the National
Response Center is 800/424-8802; in the
Washington, DC metropolitan area, the
number is 202/267-2675. The facsimile
number for the National Response
Center is 202/267-2165 and the telex
number is 892427.

Docket: Copies of materials relevant to
the March 19, 1998, rulemaking are
contained in the U.S. EPA CERCLA
Docket Office, Crystal Gateway #1, 1st
Floor, 1235 Jefferson Davis Highway,
Arlington, VA 22202 [Docket Number
102RQ3-RN-2]. The docket is available
for inspection, by appointment only,
between the hours of 9:00 a.m. and 4:00
p.m., Monday through Friday, excluding
Federal holidays. Appointments to
review the docket can be made by
calling 703/603-9232. The public may
copy a maximum of 266 pages from any
regulatory docket at no cost. If the
number of pages copied exceeds 266,
however, an administrative fee of $25
and a charge of $0.15 per page for each
page after page 266 will be incurred.
The Docket Office will mail copies of
materials to requestors who are outside
the Washington, DC metropolitan area.
The docket for the March 19, 1998,
rulemaking will be kept in paper form.
FOR FURTHER INFORMATION CONTACT: The
RCRA/UST, Superfund, and EPCRA
Hotline at 800/424—-9346 (in the

POTENTIALLY AFFECTED ENTITIES

Washington, DC metropolitan area,
contact 703/412-9810). The
Telecommunications Device for the Deaf
(TDD) Hotline number is 800/553—-7672
(in the Washington, DC metropolitan
area, contact 703/486-3323); or the
Office of Emergency and Remedial
Response (5202G), U.S. Environmental
Protection Agency, 401 M Street, SW,
Washington, DC 20460 (contact
Elizabeth Zeller 703/603—-8744).

SUPPLEMENTARY INFORMATION:
Potentially Affected Entities

Entities that may be affected by this
technical amendment include: (1)
persons in charge of vessels or facilities
that may have naturally occurring
radionuclide releases into the
environment that are among those
granted an administrative reporting
exemption by the March 19, 1998, final
rule; and (2) entities that plan for or
respond to such releases.

The table below lists potentially
affected entities. This table is not
intended to be exhaustive, but rather
provides a guide for readers regarding
entities likely to be affected by this
action. Other entities not listed in the
table could also be affected. To
determine whether your organization is
affected by this action, carefully
examine the changes to 40 CFR parts
302 and 355. If you have questions
regarding the applicability of this action
to a particular entity, consult the contact
names and phone numbers listed in the
preceding FOR FURTHER INFORMATION
CONTACT section of this preamble.

Type of entity

Examples of affected entities

Industry
State, Local, or Tribal Governments
Federal Government

granted a reporting exemption.

Mines and entities that backfill mined-out areas.
State Emergency Response Commissions, Local Emergency Planning Committees.
National Response Center, and any Federal agency that may have radionuclide releases

Reasons for Today’s Amendment

The March 19, 1998, final rule
broadened exemptions from the
CERCLA section 103 and EPCRA section
304 release reporting requirements to
include releases of naturally occurring
radionuclides from land disturbance
incidental to extraction activities at all
mines except certain categories of mines
that are likely to handle raw materials
with elevated radionuclide
concentrations. The final rule also
broadened the reporting exemptions to
include releases of naturally occurring
radionuclides to and from coal and coal
ash piles at all sites. EPA granted these

exemptions to eliminate needless
reporting burdens on persons
responsible for certain mine sites and
coal and coal ash piles. The reporting
exemptions also allow the government
to better focus its resources on the most
serious releases, resulting in more
effective protection of public health and
welfare and the environment.

Sections 302.6(c)(2) and
355.40(a)(2)(vi)(B) of the final rule
stated that land disturbance incidental
to extraction includes: land clearing;
overburden removal and stockpiling;
excavating, handling, transporting, and
storing ores and other raw materials;
and replacing materials in mined-out

areas so long as such materials have not
been beneficiated or processed and do
not contain elevated radionuclide
concentrations (defined as greater than
7.6 picocuries per gram or pCi/g of
Uranium-238, 6.8 pCi/g of Thorium-232,
or 8.4 pCi/g of Radium-226, which equal
two times the upper end of the
concentration range reported in the
literature for typical surface soil). One
person involved with a mining
operation has since commented that this
language can be read to suggest that
mines subject to the reporting
exemption would have to test their raw
materials or any other materials they use
to backfill mined-out areas to determine
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whether they are below the stated
concentration thresholds. If so, such a
requirement would in fact impose a new
burden on those categories of mines that
were supposed to be granted regulatory
relief.

EPA did not intend for the reporting
exemptions to be contingent on new
measurements of radionuclide
concentrations in materials handled at
mines. Instead, the final rule itself
distinguished between the exempt
mines and those mines handling ores
likely to have elevated radionuclide
concentrations. The final rule granted
the exemption for radionuclide releases
from land disturbance incidental to
extraction based on the Agency’s review
of available data showing that
overburden and raw (not beneficiated or
processed) ore generated at most types
of mines have radionuclide
concentrations that are at or near
background. EPA intended to exempt all
land disturbance in the exempt mines,
including replacement, so long as the
replacement materials originated from
an exempt activity. Therefore, mines
subject to the exemption do not need to
test their raw materials when backfilling
mined-out areas.

In summary, mines subject to the
exemption do not need to report
releases associated with the placement
of raw materials that they generate into
mined-out areas. Moreover, mines
subject to the exemption do not need to
report radionuclide releases associated
with the placement of coal ash or
earthen materials from farming or
construction into mined-out areas,
because these materials have also been
found to have radionuclide
concentrations that are at or near
background. Today’s technical
amendment to the final regulatory
language clarifies these points and
removes confusing language from the
regulation.

Today’s notice does not create any
new or any different regulatory
requirement; rather, it clarifies which
activities are covered by the
administrative exemptions promulgated
on March 19, 1998. For this reason, EPA
finds that this rule falls under the good
cause exemption in section 553(b) of the
Administrative Procedure Act (APA),
allowing the Agency to forego prior
notice and opportunity for public
comment before issuing this final rule.
For the same reason, EPA finds that
good cause exists to provide for an
immediate effective date under section
553(d) of the APA.

Administrative Requirements

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is

not a ‘‘significant regulatory action” and
is therefore not subject to review by the
Office of Management and Budget. In
addition, this action does not impose
any enforceable duty, contain any
unfunded mandate, or impose any
significant or unique impact on small
governments as described in the
Unfunded Mandates Reform Act of 1995
(Pub. L. 104-4). This rule also does not
require prior consultation with State,
local, and tribal government officials as
specified by Executive Order 12875 (58
FR 58093, October 28, 1993) or
Executive Order 13084 (63 FR 27655
(May 10, 1998), or involve special
consideration of environmental justice
related issues as required by Executive
Order 12898 (59 FR 7629, February 16,
1994). Because this action is not subject
to notice-and-comment requirements
under the Administrative Procedure Act
or any other statute, it is not subject to
the regulatory flexibility provisions of
the Regulatory Flexibility Act (5 U.S.C.
601 et seq.). This rule also is not subject
to Executive Order 13045 (62 F.R.
19885, April 23, 1997) because EPA
interprets E.O. 13045 as applying only
to those regulatory actions that are
based on health or safety risks, such that
the analysis required under section 5—
501 of the Order has the potential to
influence the regulation. This rule is not
subject to E.O. 13045 because it does not
establish an environmental standard
intended to mitigate health or safety
risks. EPA’s compliance with these
statutes and Executive Orders for the
underlying rule is discussed in the
March 19, 1998 Federal Register notice.

Submission to Congress and the
General Accounting Office

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of
Congress and to the Comptroller General
of the United States. Section 808 allows
the issuing agency to make a rule
effective sooner than otherwise
provided by the CRA if the agency
makes a good cause finding that notice
and public procedure is impracticable,
unnecessary or contrary to the public
interest. This determination must be
supported by a brief statement. 5. U.S.C.
§808(2). As stated previously, EPA has
made such a good cause finding,
including the reasons therefor, and
established an effective date of March
17, 1999. EPA will submit a report
containing this rule and other required
information to the U.S. Senate, the U.S.

House of Representatives, and the
Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Parts 302 and
355

Environmental protection, Air
pollution control, Chemicals, Hazardous
materials, Hazardous wastes, Reporting
and recordkeeping requirements,
Superfund, Water pollution control,
Water supply.

Dated: February 19, 1999.
Timothy Fields, Jr.,
Acting Assistant Administrator.

For the reasons set out above, title 40,
chapter | of the Code of Federal
Regulations is amended as follows:

PART 302—DESIGNATION,
REPORTABLE QUANTITIES, AND
NOTIFICATION

1. The authority citation for part 302
continues to read as follows:

Authority: 42 U.S.C. 9602, 9603, and 9604;
33 U.S.C. 1321 and 1361.

2. Section 302.6 is amended by
revising paragraph (c)(2) to read as
follows:

§302.6 Notification requirements.
* * * * *

(C * * *

(2) Releases of naturally occurring
radionuclides from land disturbance
activities, including farming,
construction, and land disturbance
incidental to extraction during mining
activities, except that which occurs at
uranium, phosphate, tin, zircon,
hafnium, vanadium, monazite, and rare
earth mines. Land disturbance
incidental to extraction includes: land
clearing; overburden removal and
stockpiling; excavating, handling,
transporting, and storing ores and other
raw (not beneficiated or processed)
materials; and replacing in mined-out
areas coal ash, earthen materials from
farming or construction, or overburden
or other raw materials generated from

the exempted mining activities.
* * * * *

PART 355—EMERGENCY PLANNING
AND NOTIFICATION

3. The authority citation for part 355
continues to read as follows:

Authority: 42 U.S.C. 11002, 11004, and
11048.

4. Section 355.40 is amended by
revising paragraph (a)(2)(vi)(B) to read
as follows:
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§355.40 Emergency release notification.

(a * X *

(2) * * *

(vi)* * *

(B) Naturally from land disturbance
activities, including farming,
construction, and land disturbance
incidental to extraction during mining
activities, except that which occurs at
uranium, phosphate, tin, zircon,
hafnium, vanadium, monazite, and rare
earth mines. Land disturbance
incidental to extraction includes: land
clearing; overburden removal and
stockpiling; excavating, handling,
transporting, and storing ores and other
raw (not beneficiated or processed)
materials; and replacing in mined-out
areas coal ash, earthen materials from
farming or construction, or overburden
or other raw materials generated from
the exempted mining activities.

* * * * *

[FR Doc. 99-6512 Filed 3-16-99; 8:45 am]
BILLING CODE 6560-50-P

FEDERAL EMERGENCY
MANAGEMENT AGENCY

44 CFR Part 61
RIN 3067-AC96

National Flood Insurance Program
(NFIP); Insurance Coverage and Rates

AGENCY: Federal Emergency
Management Agency (FEMA).

ACTION: Final rule.

SUMMARY: We (the Federal Insurance
Administration) are increasing the
amount of premium you (the flood
insurance policyholder) pay for flood
insurance coverage for “pre-FIRM”
buildings in coastal areas subject to high
velocity waters, such as storm surges,
and wind-driven waves (V" zones).
(““Pre-FIRM” buildings are those whose
construction was started before January
1, 1975, or the effective date of a
community’s Flood Insurance Rate Map
(FIRM), whichever is later. Pre-FIRM
buildings and their contents are eligible
for subsidized rates.) We are increasing
rates for pre-FIRM, V-zone properties to
recognize the inherently greater flood
risk of these properties.

EFFECTIVE DATE: This rule is effective on
May 1, 1999.

FOR FURTHER INFORMATION CONTACT:
Charles M. Plaxico, Jr., Federal
Emergency Management Agency,
Federal Insurance Administration, 500
C Street, SW., room 840, Washington,
DC 20472, 202—646-3422, (facsimile)
202-646-4327, or (email)

charles.plaxico@fema.gov. 202—646—
4536, or (email) rule@fema.gov.

SUPPLEMENTARY INFORMATION: We
proposed a rule at 64 FR 3909, January
26, 1999, that would increase the
premium rates that we charge under the
National Flood Insurance Program for
pre-FIRM, V-zone properties. We
received comments from: the
Association of State Floodplain
Managers, Inc., the Amite River Basin
Drainage and Water Conservation
District, and the Coast Alliance.

The Association of State Floodplain
Managers, Inc. raised three issues. The
first issue deals with the subsidy. The
Association said that “we believe that
any rate increase, however justified,
needs to be made in the context
established by Congress—that owners of
buildings constructed before the
communities joined the NFIP are
intended to be subsidized.” This rule
does not eliminate the subsidy for pre-
FIRM, V-zone structures. It only reduces
the subsidy. The change in rates for the
pre-FIRM, V-zone policyholders,
currently paying an average annual
premium of $440, will result in an
average increase of about seven percent.
The rule remains consistent with the
National Flood Insurance Program’s
enabling legislation and the
discretionary authority granted to FEMA
to administer the program.

The second issue the Association
raised is that the National Flood
Insurance Reform Act of 1994 requires
FEMA to conduct a study “‘of the impact
of reducing the subsidy of pre-FIRM
policies.” The Association pointed out
correctly that FEMA has not yet finished
that study. However, the Association’s
comment incorrectly characterizes the
nature of the study, which involves
examining economic impacts of
eliminating the subsidy by charging full
actuarial premiums to pre-FIRM
structures. Our current regulatory action
calls for a modest rate increase for pre-
FIRM, V-zone properties and does not
need to await completion of the study.

The Association’s third issue is that
‘““any rate increase must be part of an
overall effort to evaluate all measures to
reduce flood losses, and such measures
must not be based solely on increasing
income by increasing the cost of
insurance, but needs to focus on
mitigation measures to reduce claims
against the NFIP.” We have not forsaken
nor do we intend to forsake mitigation
efforts in favor of merely raising
premiums for a small group of
policyholders. Experience shows us that
we can make small improvements to the
program without jeopardizing or
delaying larger initiatives such as the

agency’s repetitive for dealing with
properties with multiple flood losses.

The Amite River Basin Drainage and
Water Conservation District agreed with
our overall objective of minimizing
losses, but disagreed with the rule as
proposed saying that “‘we do not agree
on the proposed rules to increase the
subsidized rates for pre-FIRM properties
in A and V zones.” The District went on
to say that any ““increase in subsidized
insurance rates should be considered in
the context of an overall strategy and
program to reduce flood losses at this
time, which FEMA has not done. The
overall strategy and program should
include a very critical and important
‘phase-out’ program that will lead us
from a ‘high loss’ status to a ‘low loss’
status. This will require time (years) and
funding at the federal, state, and local
level.”

There are several misunderstandings
by the District. First, the rule does not
affect pre-FIRM, A-zone properties. The
rule affects only the rates for pre-FIRM,
V-zone properties. The affected
properties currently constitute a little
more than one percent of the National
Flood Insurance Program’s policies in
force. Second, our action complements
rather than stands apart from other
initiatives that FEMA has undertaken or
is currently developing, particularly
with regard to structures with multiple
flood losses. The agency is currently
looking at permanent solutions,
including funding, technical assistance,
and insurance approaches, to the
recurring problems of multiple-flood-
loss structures. Taking this action now
in no way diminishes any of those other
initiatives. Third, we have phased in
rate increases for pre-FIRM properties
over time. The last time we increased
subsidized premium rates was in 1996.
So we believe we are consistent with the
District’s recommendation for a phased-
in approach.

The Coast Alliance agreed with the
proposed rule saying, ‘““We support the
Federal Emergency Management
Agency’s proposed rule to increase the
amount of premium paid by the
policyholder for flood insurance for
‘pre-FRM’ buildings in coastal areas
subject to high velocity waters and
wind-driven waves (‘V’ zones).” The
Coast Alliance, however, expressed
concern about any availability of
subsidized or non-actuarial premium
rates in coastal areas and recommended
that “FEMA must take the next logical
step to deny new flood policies in high
risk areas.” We believe that this
recommendation should be dealt with
legislatively, as were the two precedents
for denying flood insurance coverage in
certain geographical areas at 42 U.S.C.
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4028-4029. As required by the National
Flood Insurance Reform Act of 1994, we
are evaluating the impact of erosion
hazards on the NFIP. Part of that study
will explore the economic impact of
denying insurance in areas subject to
coastal erosion. It is premature for us to
comment on the Alliance’s
recommendation before we complete
that study and report to Congress.

In summary, we believe that targeting
a particularly risky class of properties
with higher premium rates supports
FEMA'’s overall program of loss
reduction. It more accurately reflects the
loss exposure of pre-FIRM, V-zone
properties, which are at a greater
exposure to flood loss than pre-FIRM,
A-zone properties. Also, it helps make
policyholders aware of the danger of
their V-zone properties.

National Environmental Policy Act

Under section 102(2)(C) of the
National Environmental Policy Act of
1969, 42 U.S.C. 4371 et seq., and the
implementing regulations of the Council
on Environmental Quality, 40 CFR parts
1500-1508, we conducted an
environmental assessment of this rule.
The assessment concludes that there
will be no significant impact on the

human environment as a result of the
issuance of this final rule, and no
Environmental Impact Statement will be
prepared. Copies of the environmental
assessment are on file for inspection
through the Rules Docket Clerk, Federal
Emergency Management Agency, room
840, 500 C Street SW., Washington, DC
20472.

Executive Order 12866, Regulatory
Planning and Review

This rule is not a significant
regulatory action within the meaning of
§ 2(f) of E.O. 12866 of September 30,
1993, 58 FR 51735, but attempts to
adhere to the regulatory principles set
forth in E.O. 12866. The rule has not
been reviewed by the Office of
Management and Budget under E.O.
12866.

Paperwork Reduction Act

This rule does not contain a collection
of information and therefore is not
subject to the provisions of the
Paperwork Reduction Act of 1995.

Executive Order 12612, Federalism

This rule involves no policies that
have federalism implications under E.O.
12612, Federalism, dated October 26,
1987.

Executive Order 12778, Civil Justice
Reform

This rule meets the applicable
standards of § 2(b)(2) of E.O. 12778.

List of Subjects in 44 CFR Part 61

Flood insurance.

Accordingly, we amend 44 CFR Part
61 as follows:

PART 61—INSURANCE COVERAGE
AND RATES

1. The authority citation for Part 61
continues to read as follows:

Authority: 42 U.S.C. 4001 et seq.;
Reorganization Plan No. 3 of 1978, 43 FR
41943, 3 CFR, 1978 Comp., p. 329; E.O.
12127 of Mar. 31, 1979, 44 FR 19367, 3 CFR,
1979 Comp., p. 376.

2. We are revising Section 61.9 to read
as follows:

§61.9 Establishment of chargeable rates.

(a) Under section 1308 of the Act, we
are establishing annual chargeable rates
for each $100 of flood insurance
coverage as follows for pre-FIRM, A
zone properties, pre-FIRM, V zone
properties, and emergency program
properties.

A zone rates? per year per V zone rates 2 per year per
Type of structure $100 coverage on: $100 coverage on:
Structure Contents Structure Contents
1. Residential:
NO Basement Or ENCIOSUIE ..........uviiiieeeiiiiiiicee et e e e .68 .79 .82 .95
With Basement oF ENCIOSUIE .........ccooiiiviiieee it .73 .79 .88 .95
2. All other including hotels and motels with normal occupancy of less than
6 months duration:
NO Basement Or ENCIOSUIE ..........uvviiieeiiiiiiiiiee e .79 1.58 .95 1.90
With Basement oF ENCIOSUIE .........ccooiiiviiieee it .84 1.58 1.01 1.90

1A zones are zones A1-A30, AE, AO, AH, and unnumbered A zones.
2V zones are zones V1-V30, VE, and unnumbered V zones.

(b) We will charge rates for contents
in pre-FIRM buildings according to the
use of the building.

(c) A-zone rates for buildings without
basements or enclosures apply
uniformly to all buildings throughout
emergency program communities.

(Catalog of Federal Domestic Assistance No.
83.100, “Flood Insurance’’; No. 83.516,
“Disaster Assistance”)

Dated: March 11, 1999.

Jo Ann Howard

Administrator,

Federal Insurance Administration.

[FR Doc. 99-6466 Filed 3—16-99; 8:45 am]
BILLING CODE 6718-03-P

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Part 17
RIN 1018-AE48

Endangered and Threatened Wildlife
and Plants; Determination of
Endangered Status for Catesbaea
Melanocarpa

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Final rule.

SUMMARY: We, the U.S. Fish and
Wildlife Service, determine Catesbaea
melanocarpa (no common name) to be
an endangered species under the
Endangered Species Act of 1973, as

amended (Act). Cateshaea melanocarpa
is known from Puerto Rico, St. Croix in
the U.S. Virgin Islands, Barbuda,
Antigua, and Guadeloupe. In Puerto
Rico, it is currently known from only
one location in Cabo Rojo; in the U.S.
Virgin Islands, it is known from one
location near Christiansted, St. Croix.
Both populations are located on
privately-owned land subject to intense
pressure for development for
residential, tourist, and industrial
purposes. This final rule implements
the Federal protection and recovery
provisions afforded by the Act for C.
melanocarpa.

EFFECTIVE DATE: April 16, 1999.

ADDRESSES: The complete file for this
rule is available for inspection, by
appointment, during normal business
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hours, at the U.S. Fish and Wildlife
Service, Boqueron Field Office, P.O. Box
491, Boqueron, Puerto Rico 00622.

FOR FURTHER INFORMATION CONTACT: Ms.
Susan Silander, Botanist, at the above
address (telephone 787/851-7297;
facsimile 787/851-7440).

SUPPLEMENTARY INFORMATION:
Background

The German collector Hienrich
Rudolph Wullschlaegel first discovered
Catesbaea melanocarpa (no common
name) in the mid-nineteenth century on
the British island of Antigua. In about
1881, the Danish collector Baron H. F.
A. von Eggers found C. melanocarpa in
St. Croix, U.S. Virgin Islands, and in
1886, the German collector Paul
Sintenis found it in Guanica, Puerto
Rico. Although other herbariums
maintain duplicate specimens, bombing
during World War 1l destroyed the
original collections in the herbarium at
Berlin-Dahlem, Germany.

Howard (1989) and Proctor (1991)
reported the species from Barbuda and
Guadeloupe, islands of the Lesser
Antilles. Little is known about its status
on these islands; the Center for Plant
Conservation (1992) describes C.
melanocarpa as rare on Antigua. It was
not rediscovered in St. Croix until 1988
and, to date, it has not been relocated
in the GUnica, Puerto Rico, area. The St.
Croix population, located near
Christiansted, consists of about 24
individual plants (Breckon and
Kolterman 1993). In 1995, a single plant
was located in Cabo Rojo, Puerto Rico
(Puerto Rico Planning Board 1995). One
specimen, collected in 1974, located in
the herbarium in San Juan, apparently
originated from the Susta
Commonwealth Forest. However, this
specimen is sterile and poorly
developed; therefore, its identification
cannot be confirmed.

Catesbaea melanocarpa, of the family
Rubiaceae, belongs to a genus that
consists of ten or more species of spiny
shrubs. Most are confined to the
Antilles, but some may extend into the
Bahamas and the Florida Keys. In
Puerto Rico, two species are known—cC.
melanocarpa and C. parviflora. These
two species are differentiated by the size
and color of the fruits; black and larger,
5 to 6 millimeters (mm) (.19 to .23
inches (in)) in diameter, in the former,
and white and smaller, 2 to 4 mm (.07
to .15 in) in diameter in the latter
(Breckon and Kolterman 1993, Britton
and Wilson 1925). Some authors note
that C. melanocarpa may be a synonym
or variant of C. parviflora (Howard
1989, Proctor 1991) and recommend
further review. However, Breckon and

Kolterman (1993) and the Center for
Plant Conservation (1992) recommend
its protection due to the extremely small
number of individuals currently known,
the intense pressure for development in
these areas, and the potential for an
appreciable loss of the species’ genetic
diversity.

Catesbaea melanocarpa is a
branching shrub that may reach
approximately 3 meters (9.8 feet) in
height. Spines, 1 to 2 centimeters (.39 to
.78 in) long, occur on the stems between
the leaves. Leaves are small, from 5 to
25 mm (.19 to 1.0 in) long and 2 to 15
mm (.07 to .58 in) wide, often in
clusters, and the small stipules
(appendages at the base of the leaf stalk)
are deciduous (shed seasonally). The
flowers are white, solitary or paired, and
almost sessile (attached directly at the
base) in the axils. The corolla (petals) is
funnelform and from 8 to 10 mm (.31 to
.39 in) long. The fruit is globe-shaped,
5to 6 mm (.19 to .23 in) in diameter,
and black with a brittle fruit wall. The
2-celled fruit contains five to seven
seeds in each cell (Proctor 1991).

Previous Federal Action

We had identified Catesbaea
melanocarpa as a Category 2 species in
notices of review published in the
Federal Register on February 21, 1990
(55 FR 6184), and September 30, 1993
(58 FR 51144). Prior to 1996, a Category
2 species was one that we were
considering for possible addition to the
Federal List of Endangered and
Threatened Plants, but for which
conclusive data on biological
vulnerability and threat were not
available to support a proposed rule. We
discontinued designation of Category 2
species in the February 28, 1996, Notice
of Review (61 FR 7596). We approved
Catesbaea melanocarpa as a candidate
species on September 6, 1995, and
identified as such in the 1996 Notice of
Review. A candidate species is now
defined as a species for which we have
on file sufficient information to propose
it for protection under the Act. This
small shrub is considered a “critical”
plant species by the Natural Heritage
Program of the Puerto Rico Department
of Natural and Environmental
Resources. The Center for Plant
Conservation (1992) has assigned the
species a Priority Status of A (a species
which could possibly go extinct in the
wild in the next 5 years). On December
16, 1997, we published a proposed rule
to list Catesbaea melanocarpa (62 FR
65783).

On May 8, 1998, we published Listing
Priority Guidance for Fiscal Years 1998
and 1999 (63 FR 25502). The guidance
clarifies the order in which we will

process rulemakings, giving highest
priority (Tier 1) to processing
emergency rules to add species to the
Lists of Endangered and Threatened
Wildlife and Plants (Lists); second
priority (Tier 2) to processing final
determinations on proposals to add
species to the Lists, processing new
proposals to add species to the Lists,
processing administrative findings on
petitions (to add species to the Lists,
delist species, or reclassify listed
species), and processing a limited
number of proposed or final rules to
delist or reclassify species; and third
priority (Tier 3) to processing proposed
or final rules designating critical habitat.
Processing of this final rule is a Tier 2
action.

Summary of Comments and
Recommendations

In the December 16, 1997, proposed
rule and associated reports of
information that might contribute to the
development of a final rule. We
contacted appropriate agencies of the
Commonwealth of Puerto Rico and the
Territory of the Virgin Islands, Federal
agencies, scientific organizations and
other interested parties and requested
their comments. We published a
newspaper notice inviting public
comment in El Nuevo Dia on January 27,
1998, and in The Daily News of the
Virgin Islands on January 31, 1998. We
also solicited the expert opinions of four
appropriate and independent specialists
regarding the pertinent scientific or
commercial data and assumptions
relating to taxonomy, population
models, and biological and ecological
information for this species. We did not
receive any comments from these
experts. We received two letters of
comment, neither of which opposed the
listing. The Puerto Rican Planning
Board did not have comments on the
listing, but stated that they would use
the information in the evaluation of
projects that might affect the species.
The U.S. Department of Housing and
Urban Development did not have
comments concerning the listing. A
public hearing was neither requested
nor held.

Summary of Factors Affecting the
Species

After a thorough review and
consideration of all information
available, we have determined that
Catesbaea melanocarpa should be
classified as an endangered species. We
followed procedures found at Section
4(a)(1) of the Act and regulations
implementing the listing provisions of
the Act (50 CFR part 424). We may
determine a species to be endangered or
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threatened due to one or more of the
five factors described in section 4(a)(1).
These factors and their application to
Catesbaea melanocarpa Krug and Urban
are as follows:

A. The Present or Threatened
Destruction, Modification, or
Curtailment of Its Habitat or Range

Catesbaea melanocarpa is known
only from Puerto Rico, St. Croix,
Barbuda, Antigua, and Guadeloupe.
Available information indicates that it is
rare on Antigua (Center for Plant
Conservation 1992). In Puerto Rico, only
a single plant is known to exist. This
plant is located on privately owned
land, in Cabo Rojo, currently proposed
for a residential/tourist development,
consisting of a hotel, condo-hotel,
residential villas and lots, a golf course,
and other associated facilities. In St.
Croix, only one population consisting of
about 24 plants is known to exist. This
population is located on privately-
owned land near Christiansted and is
subject to pressure for development.

B. Overutilization for Commercial,
Recreational, Scientific, or Educational
Purposes

We have not received information
documenting that the use of the species
for such purposes is a factor in its
decline. Although overcollection has
not been documented, the extremely
small population size and limited range
make this species vulnerable to
overcollection (see “CRITICAL
HABITAT” below).

C. Disease or Predation

Disease and predation have not been
documented as factors in the decline of
this species.

D. The Inadequacy of Existing
Regulatory Mechanisms

The Commonwealth of Puerto Rico’s
regulations recognize and provide
protection for certain Commonwealth
listed species. However, Catesbaea
melanocarpa is not yet on the
Commonwealth list and therefore
receives no special protection. Federal
listing will provide immediate
protection under the Act and, by virtue
of an existing section 6 cooperative
agreement with the Commonwealth, it
will also ensure the addition of this
species to the Commonwealth list and
enhance possibilities for funding
needed research. The Territory of the
U.S. Virgin Islands has amended an
existing regulation to provide for
protection of endangered and threatened
wildlife and plants. The U.S. Virgin
Islands consider Catesbaea
melanocarpa to be endangered (see

“Available Conservation Measures” for
discussion of prohibitions). As with the
Commonwealth, the existence of a
section 6 cooperative agreement with
the Service will increase possibilities for
funding needed research with this plant.

E. Other Natural or Manmade Factors
Affecting Its Continued Existence

One of the most important factors
affecting the continued survival of this
species is its limited distribution.
Because so few individuals are known
to occur in limited areas, the risk of
extinction is extremely high.
Catastrophic natural events, such as
hurricanes, may dramatically affect
forest species composition and
structure, felling large trees and creating
numerous canopy gaps. Breckon and
Kolterman (1993) documented the loss
of individuals in St. Croix following the
passing of hurricane Hugo in 1989. In
addition, the limited gene pool may
depress reproductive vigor.

We have carefully assessed the best
scientific and commercial information
available regarding the past, present,
and future threats faced by this species
in determining to make this rule final.
Based on this evaluation, the preferred
action is to list Catesbaea melanocarpa
as endangered. Within the United
States, the species occurs in only one
locality in Puerto Rico and one in St.
Croix, U.S. Virgin Islands. Deforestation
for residential and tourist development
are imminent threats to the survival of
the species. Because this species is in
danger of extinction throughout all or
significant portion of its range, it meets
the definition of endangered under the
Act. We discuss the reasons for not
designating critical habitat for this
species in the ““Critical Habitat” section
below.

Critical Habitat

Critical habitat is defined in section 3
of the Act as: (i) the specific areas
within the geographical area occupied
by a species, at the time it is listed in
accordance with the Act, on which are
found those physical or biological
features (I) essential to the conservation
of the species and (Il) that may require
special management considerations or
protection; and (ii) specific areas
outside the geographic area occupied by
a species at the time it is listed, upon
a determination that such areas are
essential for the conservation of the
species. ‘‘Conservation’” means the use
of all methods and procedures needed
to bring the species to the point at
which listing under the Act is no longer
necessary.

Section 4(a)(3) of the Act, as
amended, and implementing regulations

(50 CFR 424.12) require that, to the
maximum extent prudent and
determinable, we designate critical
habitat at the time the species is
determined to be endangered or
threatened. Our regulations (50 CFR
424.12(a)(1)) state that the designation
of critical habitat is not prudent when
one or both of the following situations
exist—(1) the species is threatened by
taking or other human activity, and
identification of critical habitat can be
expected to increase the degree of threat
to the species, or (2) such designation of
critical habitat would not be beneficial
to the species. We find that designation
of critical habitat for Catesbaea
melanocarpa is not prudent because
such designation would not be
beneficial to the species and may
increase the threats to the species.

Critical habitat designation, by
definition, directly affects only Federal
agency actions through consultation
under section 7(a)(2) of the Act. Section
7(a)(2) requires Federal agencies to
ensure that activities they authorize,
fund, or carry out are not likely to
jeopardize the continued existence of a
listed species or destroy or adversely
modify its critical habitat. Neither of the
two known populations of Catesbaea
melanocarpa occur on Federal land.
However, Federal involvement with this
species may occur through the use of
Federal funding for rural housing and
development on non-Federal lands. The
use of such funding for projects
affecting occupied habitat for this
species would be subject to review
under section 7(a)(2), whether or not
critical habitat was designated. The
precarious status of C. melanocarpa is
such that any adverse modification or
destruction of its occupied habitat
would also jeopardize its continued
existence. This would also hold true as
the species recovers and its numbers
increase. In addition, we believe that
notification of Federal agencies of the
areas where these plants occur can be
accomplished without the designation
of critical habitat. All involved parties
and landowners have been notified of
the location and importance of
protecting this species’ habitat. For
these reasons, we believe that
designation of currently occupied
habitat of this species as critical habitat
would not result in any additional
benefit to the species and that such
designation is not prudent.

Potential introduction sites within
unoccupied lands occur on lands under
Federal management (Cabo Rojo, Laguna
Cartagena, and Sandy Point National
Wildlife Refuges) and Commonwealth
management (Guanica Commonwealth
Forest). As managers of these
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subtropical dry forest lands, the Service
and the Puerto Rico Department of
Natural and Environmental Resources
are actively involved in conservation
activities. Both agencies are committed
to the protection of these forested areas
and would minimize or avoid any
impacts to such habitat. Any
introduction would be closely
coordinated with the area managers.
Introduction of this species onto
unoccupied private lands likely would
not be pursued because suitable habitat
under private ownership occurs only in
very small patches which are
interspersed among developed areas and
are too small for development of viable
populations. For these reasons, we
believe that designation of currently
unoccupied habitat of this species as
critical habitat would not result in any
additional benefit to the species and,
therefore, such designation is not
prudent.

To publish precise maps and
descriptions of critical habitat in the
Federal Register, as required in a
proposal for critical habitat, would
make this plant vulnerable to incidents
of collection and vandalism and,
therefore, could contribute to the
decline of the species. The Center for
Plant Conservation (1992) described
Catesbaea melanocarpa as a ‘“handsome
little shrub’” with good horticulture
potential. The listing of this species as
endangered publicizes its rarity and,
thus, may make this plant more
attractive to researchers, collectors, and
those wishing to see rare plants.
Additionally, designating critical habitat
would not only provide specific
location information to potential
vandals, but the effects of a critical
habitat designation on private property
are often misunderstood. This
misunderstanding can create a negative
perception of the species’ listing and
could contribute to the threat of
vandalism or intentional habitat
destruction. Because of its few
populations, Catesbaea melanocarpa is
especially susceptible to adverse
consequences resulting from the loss of
individuals or habitat damage due to
vandalism. We find that the increased
degree of threat from vandalism
outweighs any benefits that might
derive from the designation of critical
habitat.

Available Conservation Measures

Conservation measures provided to
species listed as endangered or
threatened under the Act include
recognition, recovery actions,
requirements for Federal protection, and
prohibitions against certain practices.
Recognition through listing encourages

and results in conservation actions by
Federal, Commonwealth, Territory, and
private agencies, groups and
individuals. The Act provides for
possible land acquisition and
cooperation with the Commonwealth
and/or Territory, and requires that
recovery actions be carried out for all
listed species. We initiate such actions
following listing. We discuss the
protection required of Federal agencies
and the prohibitions against certain
activities involving listed plants, in part,
below.

Section 7(a) of the Act, as amended,
requires Federal agencies to evaluate
their actions with respect to any species
that is proposed or listed as endangered
or threatened and with respect to its
critical habitat, if any is being
designated. Regulations implementing
this interagency cooperation provision
of the Act are codified at 50 CFR part
402. Section 7(a)(2) requires Federal
agencies to ensure that activities they
authorize, fund, or carry out are not
likely to jeopardize the continued
existence of the species or to destroy or
adversely modify its critical habitat. If a
Federal action may affect a listed
species or its critical habitat, the
responsible Federal agency must enter
into formal consultation with us. We are
not designating critical habitat for this
species, as discussed above. Federal
involvement may occur through the use
of Federal funding for rural housing and
development (for example, the Rural
Development or Housing and Urban
Development).

The Act and its implementing
regulations set forth a series of general
trade prohibitions and exceptions that
apply to all endangered plants. All
prohibitions of section 9(a)(2) of the Act,
implemented by 50 CFR 17.61, apply.
These prohibitions, in part, make it
illegal for any person subject to the
jurisdiction of the United States to
import or export any endangered plant,
transport it in interstate or foreign
commerce in the course of commercial
activity, sell or offer it for sale in
interstate or foreign commerce, or
remove and reduce to possession the
species from areas under Federal
jurisdiction. In addition, for plants
listed as endangered, the Act prohibits
the malicious damage or destruction on
areas under Federal jurisdiction and the
removal, cutting, digging up, or
damaging or destroying of endangered
plants in knowing violation of any
Commonwealth or Territorial law or
regulation, including Commonwealth or
Territorial criminal trespass law. Certain
exceptions can apply to agents of the
Service and Commonwealth and
Territorial conservation agencies.

The Act and 50 CFR 17.62 and 17.63
also provide for the issuance of permits
to carry out otherwise prohibited
activities involving endangered species
under certain circumstances. Such
permits are available for scientific
purposes and to enhance the
propagation and survival of the species.
We anticipate that few trade permits for
this species will ever be sought or
issued, since the species is neither
common in cultivation nor common in
the wild.

It is our policy, published in the
Federal Register on July 1, 1994 (59 FR
34272), to identify to the maximum
extent practicable those activities that
would or would not constitute a
violation of section 9 of the Act at the
time of listing. The intent of this policy
is to increase public awareness of the
effect of listing on proposed or ongoing
activities. The only known populations
of Catesbaea melanocarpa are located
on privately-owned land. Since there is
no Federal ownership, and the species
is not currently in trade, the only
potential section 9 involvement would
relate to removing or damaging the plant
in knowing violation of Commonwealth
or Territorial law, or in knowing
violation of Commonwvealth or
Territorial criminal trespass law.
Section 15.01(b) of the Commonwealth
“Regulation to Govern the Management
of Threatened and Endangered Species
in the Commonwealth of Puerto Rico”
states: “It is illegal to take, cut, mutilate,
uproot, burn or excavate any
endangered plant species or part thereof
within the jurisdiction of the
Commonwealth of Puerto Rico.” The
U.S. Virgin Islands’ regulation states
that “‘no person may harass, injure or
kill, or attempt to do the same, or sell
or offer for sale any specimen, or parts
or produce of such specimen, of an
endangered or threatened species.” We
are not aware of any otherwise lawful
activities being conducted or proposed
by the public that will be affected by
this listing and result in a violation of
section 9.

You should direct questions regarding
whether specific activities will
constitute a violation of section 9 to the
Field Supervisor of the Service’s
Boqueron Field Office (see ADDRESSES
section). You may request copies of the
regulations on listed species from and
address inquiries regarding prohibitions
and permits to the U.S. Fish and
Wildlife Service, Ecological Services,
1875 Century Boulevard, Atlanta,
Georgia 30345-3301 (telephone 404/
679-7313).



13120

Federal Register/Vol. 64, No. 51/Wednesday, March 17, 1999/Rules and Regulations

National Environmental Policy Act

We have determined that an
Environmental Assessment and
Environmental Impact Statement, as
defined under the authority of the
National Environmental Policy Act of
1969, need not be prepared in
connection with regulations adopted
pursuant to section 4(a) of the
Endangered Species Act of 1973, as
amended. We published a notice
outlining our reasons for this
determination in the Federal Register
on October 25, 1983 (48 FR 49244).

Required Determinations

This rule does not contain any new
collections of information other than
those already approved under the
Paperwork Reduction Act, 44 U.S.C.
3501 et seq., and assigned Office of
Management and Budget clearance
number 1018-0094. For additional
information concerning permit and
associated requirements for endangered
plants, see 50 CFR 17.62 and 17.63.
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section).

List of Subjects in 50 CFR Part 17

Endangered and threatened species,
Exports, Imports, Reporting and
recordkeeping requirements,
Transportation.

Regulation Promulgation

Accordingly, we amend part 17,
subchapter B of chapter I, title 50 of the
Code of Federal Regulations as follows:

PART 17—[AMENDED]

1. The authority citation for Part 17
continues to read as follows:

Authority: 16 U.S.C. 1361-1407; 16 U.S.C.
1531-1544; 16 U.S.C. 4201-4245; Pub. L. 99—
625, 100 Stat. 3500, unless otherwise noted.

2. Amend Section 17.12(h) by adding
the following, in alphabetical order
under FLOWERING PLANTS, to the List
of Endangered and Threatened Plants:

17.12 Endangered and threatened plants.

Juan, Puerto Rico. 197 pp. * * * * *
(h) * * *
Species P - :
Historic : When Critical Special
Family Status h )
Scientific name Common name range listed habitat rules
FLOWERING PLANTS
* * * * * * *
Catesbaea U.S.A.(PR, VI), Anti- Rubiaceae .............. E oo 657 NA NA
melanocarpa None. gua, Barbuda,
Guadeloupe.
* * * * * * *

Dated: March 1, 1999.
Jamie Rappaport Clark,
Director, Fish and Wildlife Service.
[FR Doc. 99-6444 Filed 3-16—-99; 8:45 am]
BILLING CODE 4310-55-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 622

[Docket No. 961204340-7087-02; |.D.
031299A]

Fisheries of the Caribbean, Gulf of
Mexico, and South Atlantic; Coastal
Migratory Pelagic Resources of the
Gulf of Mexico and South Atlantic;
Closure

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Closure.

SUMMARY: NMFS closes the commercial
fishery for king mackerel in the
exclusive economic zone (EEZ) in the
Florida east coast subzone. This closure
is necessary to protect the overfished
Gulf king mackerel resource.

DATES: Effective 12:01 a.m., local time,
March 13, 1999, through March 31,
1999.

FOR FURTHER INFORMATION CONTACT:
Mark Godcharles, 727-570-5305.
SUPPLEMENTARY INFORMATION: The
fishery for coastal migratory pelagic fish
(king mackerel, Spanish mackerel, cero,
cobia, little tunny, dolphin, and, in the
Gulf of Mexico only, bluefish) is
managed under the Fishery
Management Plan for the Coastal
Migratory Pelagic Resources of the Gulf
of Mexico and South Atlantic (FMP).
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The FMP was prepared by the Gulf of
Mexico and by the South Atlantic
Fishery Management Councils
(Councils) and is implemented under
the authority of the Magnuson-Stevens
Fishery Conservation and Management
Act by regulations at 50 CFR part 622.

Based on the Councils’ recommended
total allowable catch and the allocation
ratios in the FMP, NMFS implemented
a commercial quota for the Gulf of
Mexico migratory group of king
mackerel in the Florida east coast
subzone of 1.17 million Ib (0.53 million
kg) (50 CFR 622.42(c)(1)(i)(A)(1). The
Florida east coast subzone extends from
25°20.4’ N. lat. (due east of the Dade/
Monroe County, FL, boundary) to 29°25’
N. lat. (due east of the Flagler/Volusia
County, FL, boundary) through March
31, 1999.

Under 50 CFR 622.43(a)(3), NMFS is
required to close any segment of the
king mackerel commercial fishery when
its quota has been reached, or is
projected to be reached, by filing a
notification at the Office of the Federal
Register. NMFS has determined that the
commercial quota of 1.17 million Ib
(0.53 million kg) for Gulf group king
mackerel for vessels fishing in the
Florida east coast subzone was reached
on March 12, 1999. Accordingly, the
commercial fishery for king mackerel for
such vessels in the Florida east coast
subzone is closed effective 12:01 a.m.,
local time, March 13, 1999, through
March 31, 1999. The closure remains in
effect until April 1, 1999, when the
boundary separating the Gulf from the
Atlantic migratory group of king
mackerel shifts from the east coast to the
west coast of Florida.

Except for a person aboard a charter
vessel or headboat, during the closure,
no person aboard a vessel for which a
commercial permit for king mackerel
has been issued may fish for Gulf group
king mackerel in the EEZ in the closed
zones or retain Gulf group king
mackerel in or from the EEZ of the
closed zones. A person aboard a vessel
that has a valid charter vessel/headboat
permit for coastal migratory pelagic fish
may continue to retain king mackerel in
or from the closed zones under the bag
and possession limits set forth in 50
CFR 622.39(c)(1)(ii) and (c)(2), provided
the vessel is operating as a charter
vessel or headboat. A charter vessel or
headboat that also has a commercial
king mackerel permit is considered to be
operating as a charter vessel or headboat
when it carries a passenger who pays a

fee or when there are more than three
persons aboard, including operator and
crew.

During the closure, king mackerel
from the closed zones or subzones taken
in the EEZ, including those harvested
under the bag and possession limits,
may not be purchased or sold. This
prohibition does not apply to trade in
king mackerel from the closed zones
that were harvested, landed ashore, sold
prior to the closure, and held in cold
storage by a dealer or processor.

Classification

This action is taken under 50 CFR
622.43(a)(3) and is exempt from review
under E.O. 12866.

Authority: 16 U.S.C. 1801 et seq.

Dated: March 12, 1999.
Bruce C. Morehead,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 99-6494 Filed 3-12-99; 3:28 pm]
BILLING CODE 3510-22-F

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679
[1.D. 030999C]

Fisheries of the Exclusive Economic
Zone Off Alaska; Sablefish Managed
Under the Individual Fishing Quota
Program

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Fishing season dates.

SUMMARY: NMFS is opening directed
fishing for sablefish with fixed gear
managed under the Individual Fishing
Quota (IFQ) program. The season will
open on 1200 hrs, Alaska local time
(A.L.t.), March 15, 1999, and will close
1200 hrs, A.L.t., November 15, 1999.
This period is the same as the IFQ
season for Pacific halibut announced by
the International Pacific Halibut
Commission (IPHC). The IFQ halibut
season is announced by publication in
the Federal Register.

DATES: Effective March 15, 1999, 1200
hrs, A.Lt., until 1200 hrs, A.lL.t.,
November 15, 1999.

FOR FURTHER INFORMATION CONTACT:
James Hale, 907-586-7228.

SUPPLEMENTARY INFORMATION: Since
1995, NMFS has managed fishing for
Pacific halibut (Hippoglossus
stenolepis) and sablefish (Anoplopoma
fimbria) with fixed gear in the IFQ
regulatory areas defined in §679.2
under the IFQ Program. The IFQ
Program is a regulatory regime designed
to promote the conservation and
management of these fisheries and to
further the objectives of the Magnuson-
Stevens Fishery Conservation and
Management Act and the Northern
Pacific Halibut Act. Persons holding
guota share receive an annual allocation
of IFQ. Persons receiving an annual
allocation of IFQ are authorized to
harvest IFQ species within specified
limitations. Further information on the
implementation of the IFQ Program, and
the rationale supporting it, are
contained in the preamble to the final
rule implementing the IFQ Program
published in the Federal Register,
November 9, 1993 (58 FR 59375) and
subsequent amendments.

This announcement is consistent with
§679.23(g)(1), which requires that the
directed fishing season for sablefish
managed under the IFQ program be
specified by the Administrator, Alaska
Region, and announced by publication
in the Federal Register. This method of
season announcement was selected to
facilitate coordination between the
sablefish season, chosen by the
Administrator, Alaska Region, and the
halibut season, chosen by the IPHC. The
directed fishing season for sablefish
with fixed gear managed under the IFQ
program will open at 1200 hrs, A.l.t.,
March 15, 1999, and will close 1200 hrs,
A.lL.t., November 15, 1999. This period
runs concurrently with the IFQ season
for Pacific halibut announced by the
IPHC. The IFQ halibut season is
announced by publication in the
Federal Register.

Classification

This action is taken under
§679.23(g)(1) and is exempt from
review under E.O. 12866.

Authority: 16 U.S.C. 773 et seg. and 1801
et seq.

Dated: March 11, 1999.
Gary C. Matlock,

Director, Office of Sustainable Fisheries,
National Marine Fisheries Service.

[FR Doc. 99-6483 Filed 3-12-99; 3:28 pm]
BILLING CODE 3510-22-F
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DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679

[Docket No. 981222314-8321-02; I.D.
031199A]

Fisheries of the Exclusive Economic
Zone Off Alaska; Pacific Cod by
Vessels Catching Pacific Cod for
Processing by the Inshore Component
in the Central Regulatory Area of the
Gulf of Alaska

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Closure.

SUMMARY: NMFS is prohibiting directed
fishing for Pacific cod by vessels
catching Pacific cod for processing by
the inshore component in the Central
Regulatory Area of the Gulf of Alaska
(GOA). This action is necessary to
prevent exceeding the amount of the
Pacific cod total allowable catch (TAC)
apportioned to vessels catching Pacific
cod for processing by the inshore
component of the Central Regulatory
Area of the GOA.

DATES: Effective 1200 hrs, Alaska local
time (A.lL.t.), March 14, 1999, until 2400
hrs, A.l.t., December 31, 1999.

FOR FURTHER INFORMATION CONTACT:
Mary Furuness, 907-586—7228.

SUPPLEMENTARY INFORMATION: NMFS
manages the groundfish fishery in the
GOA exclusive economic zone
according to the Fishery Management
Plan for Groundfish of the Gulf of
Alaska (FMP) prepared by the North
Pacific Fishery Management Council
under authority of the Magnuson-
Stevens Fishery Conservation and
Management Act. Regulations governing
fishing by U.S. vessels in accordance
with the FMP appear at subpart H of 50
CFR part 600 and 50 CFR part 679.

The Final 1999 Harvest Specifications
of Groundfish for the GOA (64 FR
12094, March 11, 1999) established the
Pacific cod TAC apportioned to the
inshore component in the Central
Regulatory Area as 30,913 metric tons
(mt) in accordance with
§679.20(c)(3)(ii).

In accordance with §679.20(d)(1)(i),
the Administrator, Alaska Region,
NMFS (Regional Administrator), has
determined that the amount of the
interim 1999 harvest specification of
Pacific cod for processing by the inshore
component of the Central Regulatory
Area of the GOA will be reached.
Therefore, the Regional Administrator is
establishing a directed fishing
allowance of 30,613 mt, and is setting
aside the remaining 300 mt as bycatch
to support other anticipated groundfish
fisheries. In accordance with
§679.20(d)(1)(iii), the Regional
Administrator finds that this directed
fishing allowance will soon be reached.
Consequently, NMFS is prohibiting
directed fishing for Pacific cod by

vessels catching Pacific cod for
processing by the inshore component in
the Central Regulatory Area of the GOA.

Maximum retainable bycatch amounts
may be found in the regulations at
§679.20(e) and (f).

Classification

This action responds to the final TAC
limitations and other restrictions on the
fisheries established in the final 1999
harvest specifications for groundfish in
the GOA. It must be implemented
immediately to prevent overharvesting
the amount of the final 1999 Pacific cod
TAC apportioned to vessels catching
Pacific cod for processing by the inshore
component in the Central Regulatory
Area of the GOA. A delay in the
effective date is impracticable and
contrary to the public interest, and
further delay would only result in
overharvest. NMFS finds for good cause
that the implementation of this action
should not be delayed for 30 days.
Accordingly, under 5 U.S.C. 553(d), a
delay in the effective date is hereby
waived.

This action is required by §679.20

and is exempt from review under E.O.
12866.

Authority: 16 U.S.C. 1801 et seq.
Dated: March 11, 1999.

Bruce C. Morehead,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 99-6482 Filed 3-12-99; 3:28 pm]
BILLING CODE 3510-22-F
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF AGRICULTURE
Agricultural Marketing Service

7 CFR Part 915
[Docket No. FV99-915-1 PR]

Avocados Grown in South Florida;
Increased Assessment Rate

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Proposed rule.

SUMMARY: This proposed rule would
increase the assessment rate from $0.08
to $0.16 per 55-pound bushel container
or equivalent of avocados established
for the Avocado Administrative
Committee (Committee) under
Marketing Order No. 915 for the 1999—
2000 and subsequent fiscal years. The
Committee is responsible for local
administration of the marketing order
which regulates the handling of
avocados grown in South Florida.
Authorization to assess avocado
handlers enables the Committee to incur
expenses that are reasonable and
necessary to administer the program.
The fiscal year begins April 1 and ends
March 31. The assessment rate would
remain in effect indefinitely unless
modified, suspended, or terminated.
DATES: Comments must be received by
April 16, 1999.

ADDRESSES: Interested persons are
invited to submit written comments
concerning this rule. Comments must be
sent to the Docket Clerk, Fruit and
Vegetable Programs, AMS, USDA, room
2525-S, P.O. Box 96456, Washington,
DC 20090-6456; Fax: (202) 720-5698; or
E-mail: moabdocket__clerk@usda.gov.
Comments should reference the docket
number and the date and page number
of this issue of the Federal Register and
will be available for public inspection in
the Office of the Docket Clerk during
regular business hours.

FOR FURTHER INFORMATION CONTACT:
Doris Jamieson, Southeast Marketing
Field Office, Fruit and Vegetable
Programs, AMS, USDA, P.O. Box 2276;

Winter Haven, FL 33883-2276;
telephone: (941) 299-4770, Fax: (941)
299-5169; or George Kelhart, Technical
Advisor, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, room
2525-S, P.O. Box 96456, Washington,
DC 20090-6456; telephone: (202) 720—
2491, Fax: (202) 720-5698. Small
businesses may request information on
complying with this regulation, or
obtain a guide on complying with fruit,
vegetable, and specialty crop marketing
agreements and orders by contacting Jay
Guerber, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, P.O.
Box 96456, room 2525-S, Washington,
DC 20090-6456; telephone (202) 720—
2491, Fax: (202) 720-5698, or E-mail:
Jay__N__Guerber@usda.gov. You may
view the marketing agreement and order
small business compliance guide at the
following web site:
http://www.ams.usda.gov/fv/
moab.html.
SUPPLEMENTARY INFORMATION: This rule
is issued under Marketing Agreement
No. 121 and Order No. 915, both as
amended (7 CFR part 915), regulating
the handling of avocados grown in
South Florida, hereinafter referred to as
the “order.” The marketing agreement
and order are effective under the
Agricultural Marketing Agreement Act
of 1937, as amended (7 U.S.C. 601-674),
hereinafter referred to as the “Act.”

The Department of Agriculture
(Department) is issuing this rule in
conformance with Executive Order
12866.

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. Under the marketing order now
in effect, Florida avocado handlers are
subject to assessments. Funds to
administer the order are derived from
such assessments. It is intended that the
assessment rate as issued herein will be
applicable to all assessable avocados
beginning on April 1, 1999, and
continue until amended, suspended, or
terminated. This rule will not preempt
any State or local laws, regulations, or
policies, unless they present an
irreconcilable conflict with this rule.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under
section 608c(15)(A) of the Act, any
handler subject to an order may file
with the Secretary a petition stating that

the order, any provision of the order, or
any obligation imposed in connection
with the order is not in accordance with
law and request a modification of the
order or to be exempted therefrom. Such
handler is afforded the opportunity for
a hearing on the petition. After the
hearing the Secretary would rule on the
petition. The Act provides that the
district court of the United States in any
district in which the handler is an
inhabitant, or has his or her principal
place of business, has jurisdiction to
review the Secretary’s ruling on the
petition, provided an action is filed not
later than 20 days after the date of the
entry of the ruling.

This rule would increase the
assessment rate established for the
Committee for the 1999-2000 and
subsequent fiscal years from $0.08 per
55-pound bushel container or
equivalent to $0.16 per 55-pound bushel
container or equivalent of South Florida
avocados handled.

The Florida avocado marketing order
provides authority for the Committee,
with the approval of the Department, to
formulate an annual budget of expenses
and collect assessments from handlers
to administer the program. The
members of the Committee are
producers and handlers of South Florida
avocados. They are familiar with the
Committee’s needs and with the costs
for goods and services in their local area
and are thus in a position to formulate
an appropriate budget and assessment
rate. The assessment rate is formulated
and discussed in a public meeting.
Thus, all directly affected persons have
an opportunity to participate and
provide input.

For the 1998-99 and subsequent fiscal
years, the Committee recommended,
and the Department approved, an
assessment rate that would continue in
effect from fiscal year to fiscal year
unless modified, suspended, or
terminated by the Secretary upon
recommendation and information
submitted by the Committee or other
information available to the Secretary.

The Committee met on January 13,
1999, and unanimously recommended
1999-2000 expenditures of $167,335
and an assessment rate of $0.16 per 55-
pound bushel container or equivalent of
avocados handled. In comparison, last
year’s budgeted expenditures were
$174,344. The assessment rate of $0.16
is $0.08 higher than the rate currently in
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effect. For the 1998-99 fiscal period, the
Committee voted to lower its assessment
rate from $0.16 to $0.08 to reduce the
funds in its operating reserve. It wanted
to bring its reserve closer to one year’s
operating expenses. With this
accomplished, the Committee voted to
return the assessment rate to the
previous level of $0.16 to cover 1999—
2000 expenses. As discussed later, the
Committee expects to use interest
income and reserve funds to cover its
anticipated expenses during 1999-2000
because the $0.16 per 55-pound bushel
container or equivalent assessment rate
is expected to generate $144,000, which
is $23,335 less than the Committee’s
budgeted expenses.

The major expenditures
recommended by the Committee for the
1999-2000 year include $46,000 for
salaries, $39,500 for production
research, $27,000 for local and national
enforcement, $10,040 for employee
benefits, $8,955 for insurance and
bonds, and $5,500 for travel. Budgeted
expenses for these items in 1998-99
were $46,000, $41,500, $32,000, $9,778,
$8,516, and $7,000, respectively.

The assessment rate recommended by
the Committee was derived by dividing
anticipated expenses by expected
shipments of Florida avocados. Avocado
shipments for the year are estimated at
900,000 55-pound bushel containers
which should provide $144,000 in
assessment income. Income derived
from handler assessments, along with
interest income and funds from the
Committee’s authorized reserve, would
be adequate to cover budgeted expenses.
Funds in the reserve (currently
$187,615) would be kept within the
maximum of 3 fiscal years’ operational
expenses permitted by the order
(88915.42 and 915.142).

The proposed assessment rate would
continue in effect indefinitely unless
modified, suspended, or terminated by
the Secretary upon recommendation
and information submitted by the
Committee or other available
information.

Although this assessment rate would
be in effect for an indefinite period, the
Committee would continue to meet
prior to or during each fiscal period to
recommend a budget of expenses and
consider recommendations for
modification of the assessment rate. The
dates and times of Committee meetings
are available from the Committee or the
Department. Committee meetings are
open to the public and interested
persons may express their views at these
meetings. The Department would
evaluate Committee recommendations
and other available information to
determine whether modification of the

assessment rate is needed. Further
rulemaking would be undertaken as
necessary. The Committee’s 1999-2000
budget and those for subsequent fiscal
years would be reviewed and, as
appropriate, approved by the
Department.

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this rule on small entities. Accordingly,
AMS has prepared this initial regulatory
flexibility analysis.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and the rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.

There are approximately 149
producers of avocados in the production
area and approximately 48 handlers
subject to regulation under the
marketing order. Small agricultural
producers have been defined by the
Small Business Administration (13 CFR
121.601) as those having annual receipts
less than $500,000, and small
agricultural service firms are defined as
those whose annual receipts are less
than $5,000,000.

The average price for fresh avocados
during the 1996-97 season was $13.20
per 55-pound bushel box equivalent for
all domestic shipments and the total
shipments were 917,861 bushels.
Approximately 10 percent of all
handlers handled 90 percent of the
South Florida avocado shipments
during that season. Many handlers ship
other tropical fruit and vegetable
products which are not included in the
Committee data but would contribute
further to handler receipts. Using the
average price per 55-pound container or
equivalent, about 90 percent of the
avocado handlers could be considered
small businesses under SBA’s definition
and about 10 percent of the handlers
could be considered large businesses.
The majority of handlers and producers
of Florida avocados may be classified as
small entities.

This rule would increase the
assessment rate established for the
Committee and collected from handlers
for the 1999-2000 and subsequent fiscal
years from $0.08 per 55-pound bushel
container or equivalent to $0.16 per 55-
pound bushel container or equivalent of
avocados. The Committee unanimously
recommended 1999-2000 expenditures

of $167,335 and an assessment rate of
$0.16 per 55-pound bushel container or
equivalent handled. The proposed
assessment rate of $0.16 is $0.08 higher
than the 1998-99 rate. The quantity of
assessable avocados for the 1999-2000
season is estimated at 900,000
containers. Thus, the $0.16 rate should
provide $144,000 in assessment income.
Assessment income, along with interest
income and funds from the Committee’s
authorized reserve, would be adequate
to cover budgeted expenses.

The major expenditures
recommended by the Committee for the
1999-2000 year include $46,000 for
salaries, $39,500 for production
research, $27,000 for local and national
enforcement, $10,040 for employee
benefits, $8,955 for insurance and
bonds, and $5,500 for travel. Budgeted
expenses for these items in 1998-99
were $46,000, $41,500, $32,000, $9,778,
$8,516, and $7,000, respectively.

During the 1998-99 season, the
Committee voted to decrease the
assessment rate to bring its operating
reserve closer to one year’s operating
expenses. For the 1999-2000 fiscal
period, the Committee voted to return to
the previous rate of $0.16 to cover
authorized expenses. The Committee
expects to use interest income and
funds from its operating reserve to cover
1999-2000 expenses. This would be
necessary because assessment income is
expected to total $144,000, and the
Committee’s budget totals $167,335.

The Committee’s 1999-2000 budgeted
expenditures of $167,335 include
increases in employee benefits and
office equipment. Prior to arriving at
this budget, the Committee considered
information from various sources, such
as the Committee’s Budget
Subcommittee. Alternative expenditure
levels were discussed, based upon the
relative value of various research
projects to the South Florida avocado
industry.

The assessment rate of $0.16 per 55-
pound bushel container or equivalent of
assessable avocados was then
determined by dividing the total
recommended budget by the quantity of
assessable avocados, estimated at
900,000 55-pound bushel containers or
equivalents for the 1999-2000 fiscal
period. This rate is expected to provide
$144,000 in assessment income, which
is $23,335 below budgeted expenses.
The Committee found this acceptable
because interest income and funds from
the Committee’s operating reserve
would be available to make up the
deficit.

A review of historical information
indicates that the grower price for the
1999-2000 season could range between
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$13.20 and $14.90 per 55-pound bushel
container or equivalent of avocados.
Therefore, the estimated assessment
revenue for the 1999-2000 fiscal year as
a percentage of total grower revenue
could range between 1 and 1.2 percent.

This action would increase the
assessment obligation imposed on
handlers. While assessments impose
some additional costs on handlers, the
costs are minimal and uniform on all
handlers. Some of the additional costs
may be passed on to producers.
However, these costs would be offset by
the benefits derived by the operation of
the marketing order. In addition, the
Committee’s meeting was widely
publicized throughout the Florida
avocado industry and all interested
persons were invited to attend the
meeting and participate in Committee
deliberations on all issues. Like all
Committee meetings, the January 13,
1999, meeting was a public meeting and
all entities, both large and small, were
able to express views on this issue.
Finally, interested persons are invited to
submit information on the regulatory
and informational impacts of this action
on small businesses.

This proposed rule would impose no
additional reporting or recordkeeping
requirements on either small or large
Florida avocado handlers. As with all
Federal marketing order programs,
reports and forms are periodically
reviewed to reduce information
requirements and duplication by
industry and public sector agencies.

The Department has not identified
any relevant Federal rules that
duplicate, overlap, or conflict with this
rule.

A 30-day comment period is provided
to allow interested persons to respond
to this proposed rule. Thirty days is
deemed appropriate because: (1) The
1999-2000 fiscal year begins on April 1,
1999, and the marketing order requires
that the rate of assessment for each
fiscal year apply to all assessable
avocados handled during such fiscal
year; (2) the Committee needs to have
sufficient funds to pay its expenses
which are incurred on a continuous
basis; and (3) handlers are aware of this
action which was unanimously
recommended by the Committee at a
public meeting and is similar to other
assessment rate actions issued in past
years.

List of Subjects in 7 CFR Part 915

Avocados, Marketing agreements,
Reporting and recordkeeping
requirements.

For the reasons set forth in the
preamble, 7 CFR part 915 is proposed to
be amended as follows:

PART 915—AVOCADOS GROWN IN
SOUTH FLORIDA

1. The authority citation for 7 CFR
part 915 continues to read as follows:

Authority: 7 U.S.C. 601-674.

2. Section 915.233 is revised to read
as follows:

§915.233 Assessment rate.

On and after April 1, 1999, an
assessment rate of $0.16 per 55-pound
bushel container or equivalent is
established for avocados grown in South
Florida.

Dated: March 11, 1999.

Robert C. Keeney,

Deputy Administrator, Fruit and Vegetable
Programs.

[FR Doc. 99-6490 Filed 3-16-99; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE
Agricultural Marketing Service

7 CFR Part 1065

[DA-99-01]

Milk in the Nebraska-Western lowa
Marketing Area; Proposed Suspension
of Supply Plant Shipping
Requirements

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Proposed suspension of rule.

SUMMARY: This document invites written
comments on a proposal to suspend
portions of the supply plant shipping
requirements for the Nebraska-Western
lowa order for the months of March
through September 1999. This action
was requested by North Central
Associated Milk Producers, Inc. (AMPI),
a cooperative association that supplies
milk for the market’s fluid needs.
Suspension would enable AMPI
producers historically associated with
the order to share in the Nebraska-
Western lowa Federal order pool for
March through August 1999.

DATES: Comments must be submitted on
or before March 24, 1999.

ADDRESSES: Comments (two copies)
should be filed with the USDA/AMS/
Dairy Programs, Order Formulation
Branch, Room 2971, South Building,
P.O. Box 96456, Washington, DC 20090—
6456. Advance, unofficial copies of such
comments may be faxed to (202) 690—
0552 or e-mailed to

OFB__ FMMO__Comments@usda.gov.
Reference should be given to the title of
action and docket number.

FOR FURTHER INFORMATION CONTACT:
Constance M. Brenner, Marketing
Specialist, USDA/AMS/Dairy Programs,
Order Formulation Branch, Room 2971,
South Building, P.O. Box 96456,
Washington, DC 20090-6456, (202) 720—
2357, e-mail address:
connie__m__brenner@usda.gov.

SUPPLEMENTARY INFORMATION: The
Department is issuing this proposed rule
in conformance with Executive Order
12866.

This proposed rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. This rule is not intended
to have a retroactive effect. If adopted,
this proposed rule will not preempt any
state or local laws, regulations, or
policies, unless they present an
irreconcilable conflict with the rule.

The Agricultural Marketing
Agreement Act of 1937, as amended (7
U.S.C. 601-674), provides that
administrative proceedings must be
exhausted before parties may file suit in
court. Under section 608c(15)(A) of the
Act, any handler subject to an order may
request modification or exemption from
such order by filing with the Secretary
a petition stating that the order, any
provision of the order, or any obligation
imposed in connection with the order is
not in accordance with law. A handler
is afforded the opportunity for a hearing
on the petition. After a hearing, the
Secretary would rule on the petition.
The Act provides that the district court
of the United States in any district in
which the handler is an inhabitant, or
has its principal place of business, has
jurisdiction in equity to review the
Secretary’s ruling on the petition,
provided a bill in equity is filed not
later than 20 days after the date of the
entry of the ruling.

Small Business Consideration

In accordance with the Regulatory
Flexibility Act (5 U.S.C. 601 et seq.), the
Agricultural Marketing Service has
considered the economic impact of this
action on small entities and has certified
that this proposed rule will not have a
significant economic impact on a
substantial number of small entities. For
the purpose of the Regulatory Flexibility
Act, a dairy farm is considered a ‘‘small
business” if it has an annual gross
revenue of less than $500,000, and a
dairy products manufacturer is a **small
business” if it has fewer than 500
employees. For the purpose of
determining which dairy farms are
“small businesses,” the $500,000 per
year criterion was used to establish a
production guideline of 326,000 pounds
per month. Although this guideline does
not factor in additional monies that may
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be received by dairy producers, it
should be an inclusive standard for
most “small” dairy farmers. For
purposes of determining a handler’s
size, if the plant is part of a larger
company operating multiple plants that
collectively exceed the 500-employee
limit, the plant will be considered a
large business even if the local plant has
fewer than 500 employees.

For the month of January 1999, 1,248
dairy farmers were producers under
Order 65. Of these producers, 1,176
producers (i.e., 94 percent) were
considered small businesses having
monthly milk production under 326,000
pounds. A further breakdown of the
monthly milk production of the
producers on the order during January
1999 is as follows: 753 produced less
than 100,000 pounds of milk; 322
produced between 100,000 and 200,000;
101 produced between 200,000 and
326,000; and 72 produced over 326,000
pounds. During the same month, 5
handlers were pooled under the order.
None are considered small businesses.

This rule would lessen the regulatory
impact of the order on certain milk
handlers and would tend to ensure that
dairy farmers would continue to have
their milk priced under the order and
thereby receive the benefits that accrue
from such pricing.

Interested parties are invited to
submit comments on the probable
regulatory and informational impact of
this proposed rule on small entities.
Also, parties may suggest modifications
of this proposal for the purpose of
tailoring their applicability to small
businesses.

Preliminary Statement

Notice is hereby given that, pursuant
to the provisions of the Agricultural
Marketing Agreement Act, suspension
for the months of March through
September 1999 of the following
language from the pool plant provisions
of the order regulating the handling of
milk in the Nebraska-Western lowa
marketing area is being considered:

In the first sentence of § 1065.7(b)(4),
suspending the following language:
“each of the months of,” ““through
March,” and “‘for the following months
of April.”

All persons who want to submit
written data, views or arguments about
the proposed suspension should send
two copies of their views to the USDA/
AMS/Dairy Programs, Order
Formulation Branch, Room 2971, South
Building, P.O. Box 96456, Washington,
DC 20090-6456, by the 7th day after
publication of this notice in the Federal
Register. The period for filing comments
is limited to 7 days because a longer

period would not provide the time
needed to complete the required
procedures before the requested
suspension is to be effective.

All written submissions made
pursuant to this notice will be made
available for public inspection in the
Dairy Programs during regular business
hours (7 CFR 1.27(b)).

Statement of Consideration

The proposed suspension was
requested by AMPI, a cooperative
association that supplies milk for the
market’s fluid needs. AMPI requests that
language be suspended from the
Nebraska-Western lowa order’s pool
supply plant definition for the purpose
of allowing producers who have
historically supplied the fluid needs of
Nebraska-Western lowa distributing
plants to maintain their pool status.
AMPI contends that because a fluid
milk plant operator reduced its
purchase of fluid milk from AMPI by
more than 50 percent, AMPI will not be
able to pool milk historically associated
with the Nebraska-Western lowa order
for March 1999, and thus will not
qualify for the automatic qualification
months of April through August.

AMPI maintains that through
discussions with other handlers in the
order, it is certain that no additional
milk is needed at this time.

Accordingly, it may be appropriate to
suspend the aforesaid regulatory
language for the months of March
through September 1999.

List of Subjects in 7 CFR Part 1065

Milk marketing orders.
The authority citation for 7 CFR Part
1065 continues to read as follows:
Authority: 7 U.S.C. 601-674.
Dated: March 11, 1999.
Richard M. McKee,
Deputy Administrator, Dairy Programs.
[FR Doc. 99-6488 Filed 3-16-99; 8:45 am]
BILLING CODE 3410-02-P

CONSUMER PRODUCT SAFETY
COMMISSION

16 CFR Parts 1615 and 1616

Standard for the Flammability of
Children’s Sleepwear: Sizes 0 Through
6X; Standard for the Flammability of
Children’s Sleepwear: Sizes 7 Through
14

AGENCY: Consumer Product Safety
Commission.

ACTION: Proposed amendments.

SUMMARY: The Commission proposes to
amend the flammability standards for

children’s sleepwear in sizes 0 through
6X and sizes 7 through 14 by revising
the laundering procedure specified in
those standards. These laundering
procedures help assure that any
chemical flame retardants are not
removed or degraded with repeated
washing and drying, thereby creating a
flammability hazard. The Commission is
proposing these amendments because
the detergent specified by the existing
laundering procedure is no longer
available and the operating
characteristics of the washing and
drying machines required by that
procedure are no longer representative
of machines now used for home
laundering.

DATES: Written comments concerning
the proposed amendments must be
received by the Office of the Secretary
not later than June 1, 1999.
ADDRESSES: Written comments should
be captioned “Children’s Sleepwear,
Laundering Procedures’ and mailed to
the Office of the Secretary, Consumer
Product Safety Commission,
Washington, D.C. 20207, or delivered to
that office, room 502, 4330 East-West
Highway, Bethesda, Maryland.
Comments may also be filed by
telefacsimile to (301) 504—0127 or by
email to cpsc-os@cpsc.gov.

FOR FURTHER INFORMATION CONTACT:
Margaret Neily, Project Manager,
Directorate for Engineering Sciences,
Consumer Product Safety Commission,
Washington, D.C. 20207; telephone
(301) 504-0508, extension 1293.
SUPPLEMENTARY INFORMATION:

A. Background

The Flammable Fabrics Act (“FFA”)
(15 U.S.C. 1191 et seq.) authorizes
issuance and amendment of
flammability standards and regulations
to protect the public from unreasonable
risks of death, injury, and property
damage from fire associated with
products of wearing apparel made from
fabric and related materials.

In 1971, the Secretary of Commerce
issued a flammability standard for
children’s sleepwear in sizes 0 through
6X to protect young children from death
and serious burn injuries which had
been associated with ignition of
sleepwear garments such as nightgowns
and pajamas, by small open-flame
sources. That standard became effective
in 1972, and is codified at 16 CFR Part
1615.

In 1973, authority to issue
flammability standards under the FFA
was transferred from the Department of
Commerce to the Consumer Product
Safety Commission by section 30(b) of
the Consumer Product Safety Act (15
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U.S.C. 2079(b)). In 1974, the
Commission issued a flammability
standard for children’s sleepwear in
sizes 7 through 14. That standard
became effective in 1975 and is codified
at 16 CFR Part 1616.

Both standards prescribe a test which
requires that specimens of fabrics,
seams, and trim of children’s sleepwear
garments must self-extinguish after
exposure to a small open flame. The
standards do not require or prohibit the
use of any particular type of fabric as
long as the manufacturer successfully
completes the prescribed prototype and
production testing.

Each standard defines the term
“children’s sleepwear” to mean ‘‘any
product of wearing apparel” in the sizes
covered by the standard “‘such as
nightgowns, pajamas, or similar or
related items, such as robes, intended to
be worn primarily for sleeping or
activities related to sleeping.” The
standard for sizes 0 through 6X excludes
infant garments sized for children nine
months of age or younger. Both
standards exclude diapers, underwear,
and certain tight-fitting garments. See 16
CFR 1615.1(a) and 1616.2(a), as
amended September 9, 1996 (61 FR
47634).

B. Amending the Flammability
Standards

As discussed below, laundering
procedures are prescribed by the
standards to help assure than any flame
retardant treatment used in the
production of children’s sleepwear does
not deteriorate over time and thereby
create a flammability hazard. However,

the current procedures are out of date in
several respects, and the Commission is
therefore proposing to change them.

1. Current Laundering Procedures

Each of the children’s sleepwear
standards describes the apparatus and
procedure used to test items for
compliance with the standard. See 16
CFR 1615.4 and 1616.5. The standards
address the possibility that a flame-
retardant treatment used in children’s
sleepwear might progressively
deteriorate by washing or drying.
Section 1615.4(g)(4) of the standard for
sizes 0 through 6X and section
1616.5(c)(4) of the standard for sizes 7
through 14 require that testing shall be
performed on finished items, as
produced (or after one washing and
drying in the case of garments labeled
with instructions to wash before
wearing) and after they have been
washed and dried 50 times in
accordance with a specified laundering
procedure. That laundering procedure is
AATCC Test Method 124-69, published
by the American Association of Textile
Chemists and Colorists (“AATCC"). (1)1
Each standard incorporates specific
aspects of that laundering procedure by
reference.

The AATCC Test Method was
developed in 1967 and revised in 1969.
AATCC Test Method 124-69 specifies
operating characteristics of the washing
machine and dryer to be used, wash
water and rinse water temperatures,
exhaust temperature of the dryer, and a
particular detergent, AATCC Standard
Detergent 124. These specifications are
representative of the equipment, wash,

TABLE 1.—AATCC TEST METHOD 124

rinse, and drying temperatures, and
detergent used for home laundering in
the 1960s. For example, AATCC
Standard Detergent 124 is a high-
phosphate powder with optical
brightener, similar to the phosphate-
based detergents sold to consumers
between 1950 and 1970. (3)

Since 1970, environmental concerns
about water pollution have resulted in
the elimination of phosphate-based
detergents for home laundering. Today,
all laundry detergents sold to consumers
are nonphosphate-based. Additionally,
energy-efficient washing machines and
dryers currently sold for consumer use
have operating characteristics and
temperature settings which differ from
those specified by AATCC Test Method
124-69. (3)

2. Revised Laundering Test Method

In 1996, AATCC revised AATCC Test
Method 124, “‘Appearance of Fabrics
After Repeated Home Laundering.” (2)
The 1996 AATCC test method more
closely resembles the equipment and
practices currently used for household
laundering of fabrics. The revised test
method differs from AATCC Test
Method 124-69 by specifying the use of
a nonphosphate-based detergent. The
1996 test method also specifies use of a
washing machine with different
operating characteristics than those
specified by AATCC Test Method 124—
69, and rinse water temperatures which
differ from those in the older test
method. (3) Table 1, below, provides a
summary comparison of the two test
methods.

WASH/DRY CONDITIONS

VERSION 1969

VERSION 1996

Washing Machine:

CYCIE s

Wash Water Temp
Rinse Water Temp

WALET LEVEI ..ooiiiiie ettt e
AGItator SPEEU .....oviiiiiee e

Wash Time
Spin Speed

Final Spin Cycle ..o

Dryer:

CYCIB ot

Exhaust Temp ......
Cool Down Cycle

....................................................... Normal .............c.ccceeveeeeee. | Normal/Cotton Sturdy.
60 + 3°C ... 60 + 3°C.
41 + 3°C ... Less Than 29°C.
........................... Full oo | 18 £ 1 gal.
........................... 70 £5sSpM .oovvvviiieeeeeeieenn. | 1791 2 SpM.
12 minutes ....... 12 minutes.
500-510 rpm ... 630-660 rpm.
....................................................... 4 mMinutes ............ceevvveeee.... | 6 Minutes.
....................................................... Cotton Sturdy | Durable
Press.
140-160°F ... | 140-160°F.
5 minutes ..... 10 minutes.

spm = strokes (or cycles) per minute.
rpm = revolutions per minute.

1Numbers in parentheses identify reference
documents in the List of Relevant Documents at the

end of this notice. Requests for inspection of any

of these documents should be made at the Office

of the Secretary, 4330 East-West Highway, room

502, or by calling that office at (301) 504-0800.
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In 1996, AATCC also announced that
when that organization’s supply of
Standard Detergent 124 is depleted, that
detergent will no longer be available.
AATCC is the only source for Standard
Detergent 124. Additionally, washing
machines now offered for sale do not
have the settings and operating
characteristics of the washing machine
specified by AATCC Test Method 124—
69. (3).

3. Review of Existing Standards

In addition to reviewing AATCC Test
Method 124-1996, the Commission staff
reviewed and analyzed twelve other
international and technical association
standards or test methods to determine
if any were appropriate for
consideration in this proceeding.
Standards and test methods from
AATCC, ASTM, the International
Standards Organization, the United
Kingdom, Australia, Canada, China and
the Soap and Detergent Association
were identified. All of these methods
could be used for sleepwear fabrics and
mattress pads.

All of the identified standards for
fabric laundering have significant
deficiencies. They are either based on
earlier versions of AATCC Test Method
124 (with obsolete detergent and
equipment), require equipment not
available in the U.S., use only water in
the laundering procedure, or specify
significantly lower wash and rinse water
temperatures than those still available
for consumers.

4. Comparability of Test Results

In order to compare the results of
laundering using AATCC Test Method
124-69 with those of the new AATCC
Test Method 124-96 the Commission
performed some tests of fabrics using
each method. The staff conducted
laundering comparisons using
sleepwear made of cotton fabrics with
the two known FR treatments being
used to treat children’s sleepwear at the
time of the testing (organic phosphorous
compound and antimony trioxide) and
two untreated flame resistant polyester
fabrics. All fabrics met the requirements
of the children’s flammability test in
their original state (as marketed or after
one laundering, as appropriate) and
after 50 launderings with the old
AATCC detergent and equipment
specified in AATCC 124-69.

The laundering tests indicated that
changes in washing machine and dryer
operating conditions between the old
and new versions of AATCC Test
Method 124 did not make a difference
in the flammability performance of the
fabrics tested. However, the cotton
sleepwear that was treated with the

phosphorous-based Pyrovatex CP-new
did not perform well in flammability
testing after laundering with the new
AATCC detergent. The Pyrovatex-
treated sleepwear also did not perform
well in flammability testing after
laundering with common powder
detergents. Liquid detergents did not
seem to adversely affect flammability
performance. Fabrics treated with the
antimony-based FR showed some
random failures that, according to
laboratory chemical analyses,
apparently were unrelated to the
detergent and laundering conditions.
The new AATCC detergent did not
affect the flammability of the untreated
polyester fabrics. However, one
polyester fabric did show reduced flame
resistance when a liquid fabric softener
was used. Labels on both liquid and
sheet fabric softener packages state that
they should not be used on garments
labeled as flame resistant.

After conducting these studies CPSC
informed the manufacturer of Pyrovatex
of the results. The manufacturer
conducted additional studies to evaluate
its product’s performance on children’s
sleepwear as it is used and laundered by
consumers. The manufacturer
determined that such factors as the
fabric, the application process, storage
conditions, and consumer care practices
can affect the flame resistance of the
light weight fabrics used for children’s
sleepwear. Because the manufacturer
has little control over these factors, the
company decided, with one exception,
to withdraw Pyrovatex from sale to the
sleepwear industry.

With the withdrawal of Pyrovatex for
treating children’s sleepwear, the
change in detergent and laundering
equipment from AATCC 124-69 to
AATCC 12496 will not have any effect
on the flammability performance of
children’s sleepwear on the market.

5. Proposed Amendment of Standards

The Commission proposes to revise
the laundering procedures specified in
the children’s sleepwear standards at 16
CFR 1615.4(g)(4) and 1616.5(c)(4) to
those of AATCC Test Method 124-1996.

The children’s sleepwear standards
were issued under section 4 of the FFA
(15 U.S.C. 1193), which authorizes the
issuance or amendment of flammability
standards to protect the public against
unreasonable risks of fire leading to
death, personal injury, or significant
property damage. As required by section
4(b) of the FFA, both standards are
based on findings that they are needed
to adequately protect the public against
the unreasonable risk of the occurrence
of fire leading to death, personal injury,
or significant property damage. That

section further requires findings that a
flammability standard issued under the
FFA is “reasonable, technologically
practicable, and appropriate.”

The proposed changes to the
standards are needed to make the
specified laundering procedures
represent those currently used by
consumers. The proposed amendments
are also needed to assure that the
standards will continue to be
“technologically practicable,” for both
the Commission’s laboratory and those
manufacturers of children’s sleepwear
required to use the laundering
procedures and perform the testing
required by the standards.

Section 4(g) of the FFA (15 U.S.C.
1193(g)) states that a proceeding ‘“for the
promulgation of a regulation under this
section” shall be initiated by
publication of an advance notice of
proposed rulemaking (“ANPR”), and
sets forth requirements for the contents
of the ANPR. However, these proposed
amendments are necessary because
technical advances and the passage of
time have rendered the existing test
method obsolete. The amendments
preserve the original intent and effect of
the existing test method, modifying that
method only as necessary to reflect the
existence of modern equipment and
detergent. Moreover, the existing
regulations permit the Commission to
employ a laundering test method
different from AATCC Test Method 124
if it concludes that the test method is
substantively as protective. Because the
existing regulations allow the
Commission to achieve without any
amendment the substance of what it
now proposes to achieve by
amendment, and because the proposed
amendments preserve the regulatory
status quo, save for the reflection of
modern equipment and detergent, the
Commission has determined that it is
not legally required to commence this
proceeding with an ANPR, nor is it
necessary for the Commission to make
the findings that FFA sections 1193(g)
and (h) would otherwise require.

The amendments proposed below
would require specimens to be tested as
produced (or after one washing and
drying) and after washing and drying 50
times using the procedure specified in
AATCC Test Method 124-1996. The
proposed amendments would
incorporate that test method into the
sleepwear standard by reference.

The amendments proposed below also
include minor changes to the
enforcement regulations at 16 CFR
1615.32 and 1616.32 prescribing the
procedure for seeking approval from the
Commission for use of alternate
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laundering procedures. The proposed
amendments of those sections:

(i) update the laundering procedure
prescribed by the sleepwear standards
to AATCC Test Method 124-1996; and

(i) substitute the words ‘““Assistant
Executive Director for Compliance” for
“*Associate Executive Director for
Compliance and Enforcement” to reflect
the current title for that position.

The proposed amendments of the
enforcement rules implementing the
standard for sizes 7 through 14 also
include a revision of section 1616.32(g),
Commission testing for compliance. The
proposed amendment corrects an
erroneous citation in the regulations to
the laundering provisions of the
standard. The correct citation in the
proposed amendment is to section
1616.5(c)(4)(ii) of the standard rather
than 1616.5(c)(4)(iii) in the existing text.
No similar error exists in the
enforcement rules implementing the
standard for sizes 0 through 6X.

6. Effective Date

Section 4(b) of the FFA (15 U.S.C.
1193(b)) provides that an amendment of
a flammability standard shall become
effective one year from the date it is
promulgated, unless the Commission
finds for good cause that an earlier or
later effective date is in the public
interest, and publishes that finding.
Section 4(b) also requires that an
amendment of a flammability standard
shall exempt products *‘in inventory or
with the trade” on the date the
amendment becomes effective, unless
the Commission limits or withdraws
that exemption because those products
are so highly flammable that they are
dangerous for use by consumers.

One reason for proposing these
amendments of the children’s sleepwear
standards is that the standard detergent
specified by the existing laundering
method in the standards is no longer
available. The Commission has reason
to believe that an effective date 30 days
after publication of final amendments
will be in the public interest. The
Commission does not propose to
withdraw or limit the exemption for
products in inventory or with the trade
as provided by section 4(b) of the FFA.

The Commission believes that an
effective date of thirty days would
provide adequate notice to all interested
persons of the change in laundering
procedure, and at the same time would
assure that the Commission will be able
to test for compliance with the
standards without interruption. Those
manufacturers who perform premarket
testing in accordance with the
laundering procedures specified in the

standards will also benefit from a
relatively short effective date.

The Commission invites comments on
the proposed effective date and factual
information relating to that issue.

C. Other Issues
1. Impact on Small Businesses

In accordance with section 605(b) of
the Regulatory Flexibility Act (5 U.S.C.
605(b)), the Commission hereby certifies
that the amendments to the children’s
sleepwear standards and enforcement
rules proposed below will not have a
significant economic impact on a
substantial number of small entities,
including small businesses, if issued on
a final basis. As noted above, the
requirements for washing and drying
specimens 50 times before testing were
included in the standards to assure that
any flame retardant treatment used in
children’s sleepwear would not be
removed by repeated laundering.

When the standards were issued in
1971 and 1974, some fabrics used in the
production of children’s sleepwear were
treated with flame retardants. However,
at this time, nearly all fabrics used for
children’s sleepwear are made without
flame retardant treatments. The ability
of these fabrics to pass the flammability
tests in the standards is not affected by
washing or drying. (3) Moreover, the
proposed changes are intended to bring
the standards promulgated in the 1970s
into conformance with current
practices. Independent testing
laboratories report that they currently
use the requirements of the revised test
method (AATCC Test Method 124-96)
that the Commission is proposing.
Because the proposed amendment
would codify existing industry testing
practices (and reflect current consumer
practices), the proposal is not expected
to have an effect on small entities.

2. Environmental Considerations

The amendments proposed below fall
within the categories of Commission
actions described at 16 CFR 1021.5(c)
that have little or no potential for
affecting the human environment. The
amendments are not expected to have a
significant effect on production
processes or on the types or amounts of
materials used for construction or
packaging of children’s sleepwear. The
amendments will not render existing
inventories unsalable, or require
destruction of existing goods. The
Commission has no information
indicating any special circumstances in
which these amendments may affect the
human environment. Accordingly,
neither an environmental assessment

nor an environmental impact statement
is required.

3. Executive Orders

Executive Order 12988 (February 5,
1996), requires agencies to state in clear
language the preemptive effect, if any, to
be given to a new regulation. The
amendments proposed below, if issued
on a final basis, would modify two
flammability standards issued under the
FFA. With certain exceptions which are
not applicable in this instance, no state
or political subdivision of a state may
enact or continue in effect “a
flammability standard or other
regulation’ applicable to the same fabric
or product covered by an FFA standard
if the state or local flammability
standard or other regulations is
“‘designed to protect against the same
risk of the occurrence fire” unless the
state or local flammability standard or
regulation “is identical” to the FFA
standard. See section 16 of the FFA (15
U.S.C. 1203). Consequently, if issued on
a final basis, the amendments proposed
below will preempt nonidentical state
or local flammability standards or
regulations that are intended to address
the unreasonable risk of fire associated
with ignition of children’s sleepwear in
sizes 0 through 14.

In accordance with Executive Order
12612 (October 26, 1987), the
Commission certifies that the proposed
amendments do not have sufficient
implications for federalism to warrant a
Federalism Assessment.

List of Subjects in 16 CFR Parts 1615
and 1616

Clothing, Consumer protection,
Flammable materials, Infants and
children, Labeling, Records, Sleepwear,
Textiles, Warranties

Conclusion

Therefore, pursuant to the authority of
section 30(b) of the Consumer Product
Safety Act (15 U.S.C. 2079(b)) and
sections 4 and 5 of the Flammable
Fabrics Act (15 U.S.C. 1193, 1194), the
Commission hereby proposes to amend
title 16 of the Code of Federal
Regulations, Chapter Il, Subchapter D,
Parts 1615 and 1616 to read as follows:

PART 1615—STANDARD FOR THE
FLAMMABILITY OF CHILDREN'S
SLEEPWEAR: SIZES 0 THROUGH 6X

1. The authority for subpart A of part
1615 continues to read as follows:

Authority: Sec. 4, 67 Stat. 112, as
amended, 81 Stat. 569-570; 15 U.S.C. 1193.

2. Section 1615.4 is amended by
revising paragraph (g)(4)(i) and (ii) to
read as follows:
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§1615.4 Test procedure.

(g) Testing > * *

(4) Laundering. (i) The procedures
described in paragraphs (b) through (g)
of this section shall be carried out on
finished items (as produced or after one
washing and drying) and after they have
been washed and dried 50 times in
accordance with sections 8.2.2, 8.2.3,
and 8.3.1(A) of AATCC Test Method
124-1996 “*Appearance of Fabrics After
Repeated Home Laundering,” Technical
Manual of the American Association of
Textile Chemists and Colorists, vol. 73,
1997, which is incorporated by
reference. Copies of this document are
available from the American
Association of Textile Chemists and
Colorists, P.O. Box 12215, Research
Triangle Park, North Carolina 27709.
This document is also available for
inspection at the Office of the Federal
Register, 800 North Capitol Street, NW.,
Suite 700, Washington, DC. This
incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. These
materials are incorporated as they exist
in the edition which has been approved
by the Director of the Federal Register
and which has been filed with the
Office of the Federal Register. Items
which do not withstand 50 launderings
shall be tested at the end of their useful
service life.

(ii) Washing shall be performed in
accordance with sections 8.2.2 and 8.2.3
of AATCC Test Method 124-1996, using
wash temperature V (60°£3°C, 140°+5°F)
specified in Table Il of that method, and
the water level, agitator speed, washing
time, spin speed and final spin cycle
specified for “Normal/Cotton Sturdy” in
Table I1l. A maximum washer load shall
be 3.64 Kg (8 pounds) and may consist
of any combination of test samples and
dummy pieces. Drying shall be
performed in accordance with section
8.3.1(A) of that test method, Tumble
Dry, using the exhaust temperature
(66°+£5°C, 150°+10°F) and cool down
time of 10 minutes specified in the
“Durable Press’” conditions of Table IV.

* * * * * *

3. The authority for subpart B of part
1615 continues to read as follows:

Authority: Sec. 5, 67 Stat. 112-113, as
amended, 81 Stat. 570; 15 U.S.C. 1194.

4. Section 1615.32 is amended by
revising paragraphs (a)(1), (b)(1),
introductory text and (b)(2), the first 3
sentences of (¢)(1), (c)(2), the first
sentence of (d)(3), the first sentence of
(e)(2), the first sentence of (€)(2), and (f)
to read as follows:

§1615.32 Method for establishment and
use of alternate laundering procedures
under section 4(g)(4)(ii) of the standard.
(a) Scope. (1) Section 1615.4(g)(4)(ii)
of the Standard for the Flammability of
Children’s Sleepwear in sizes 0—6X (16
CFR 1615.4(g)(4)(ii)) requires that all
fabrics and certain garments subject to
the standard be tested for flammability
as produced (or after one washing and
drying) and after the items have been
washed and dried 50 times in machines,
using the procedure specified in AATCC
Test Method 124-1996.5 This section
also provides that items may be
laundered a different number of times
under another washing and drying
procedure if the Commission finds that
such an alternate laundering procedure
is equivalent to the procedure specified
in the standard.
* * * * *

(b) Application procedure. (1)
Applicants seeking approval for use of
an alternate laundering procedure under
section 1615.4(g)(4)(iii) of the standard
must submit the following information
to the Assistant Executive Director for
Compliance, Consumer Product Safety
Commission, Washington, DC 20207:

* * * * *

(2) Applications shall be certified by
the chief executive officer of the
applicant or the official to whom the
duty to certify has been delegated in
writing. The Commission’s Assistant
Executive Director for Compliance must
be notified in writing of any such
delegation.

(c) Use of alternate laundering
procedure. (1) The applicant may begin
to use the alternate laundering
procedure 30 days after the application
is received by the Assistant Executive
Director for Compliance unless notified
to the contrary. The Assistant Executive
Director for Compliance will normally
furnish an applicant with written notice
of approval within 30 days. The
applicant may be notified that a longer
time is needed for evaluation of the
application, and in the discretion of the
Assistant Executive Director for
Compliance, may be authorized to use
the alternate laundering procedure
pending the final decision. * * *

(2) As provided in detail in
1615.32(e), applicants must
immediately discontinue use of an
alternate procedure, and must
immediately notify the Assistant
Executive Director for Compliance if
there are test failures during
revalidation testing.

(d) Revalidation testing. * * *

5 American Association of Textile Chemists and
Colorists, Technical Manual. Vol 73, 1997.

(3) Records of revalidation testing
need not be submitted to the Assistant
Executive Director for Compliance.

* X%k

(e) Revalidation testing failures. (1) If
revalidation testing for any fabric or
garment does not meet the criteria of
paragraph (f) of this section, the
applicant must immediately discontinue
use of the alternate laundering
procedure for the fabric or garment and
must immediately notify the Assistant
Executive Director for Compliance in
writing of the failure to meet the
criteria. * * *

(2) When use of an alternate
laundering procedure for a particular
fabric or garment has been discontinued
because of a failure to meet the criteria
of paragraph (f) of this section, the
alternate laundering procedure shall not
be used again unless a new application
for approval is submitted to the
Assistant Executive Director for
Compliance and that officer approves
the application in writing. * * *

(f) Commission criteria for evaluating
applications. (1) The Assistant
Executive Director for Compliance will
approve the alternate laundering
procedure as equivalent to the
laundering procedure specified in
section 1615.4(g)(4)(ii) of the standard if
testing from 20 specimens laundered by
the proposed alternate procedure yields
as many or more char lengths in excess
of five inches as does testing from the
twenty specimens laundered by the 50-
laundering cycle method prescribed in
the standard.

(2) If the alternate laundering
procedure yields fewer char lengths in
excess of five inches than does the 50-
wash and dry cycle, then the Assistant
Executive Director for Compliance will
not consider the alternate procedure to
be equivalent with the following
exception: If the number of five-inch
chars from the alternate procedure is
within one of the number of five-inch
chars obtained from the 50-cycle
procedure, the applicant may repeat the
original test with new specimens and if
the combined results of both tests show
the count of chars exceeding five inches
from the alternate is equal to, or greater
than, the count from the 50-wash cycle
procedure, the Assistant Executive
Director for Compliance will approve
the alternate laundering procedure.

* * * * *

PART 1616—STANDARD FOR THE
FLAMMABILITY OF CHILDREN'S
SLEEPWEAR: SIZES 7 THROUGH 14

1. The authority for subpart A of part
1616 continues to read as follows:
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Authority: Sec. 4, 67 Stat. 112, as
amended, 81 Stat. 569-570; 15 U.S.C. 1193.

2. Section 1616.5 is amended by
revising paragraphs (c)(4)(i) and (ii) to
read as follows:

§1616.5 Test procedure.

(c) Testing > * *

(4) Laundering. (i) The procedures
described under §1616.4 Sampling and
acceptance procedures, paragraph (b) of
this section, Mounting and conditioning
of specimens, and paragraph (c) of this
section Testing shall be carried out on
finished items (as produced or after one
washing and drying) and after they have
been washed and dried 50 times in
accordance with sections 8.2.2, 8.2.3,
and 8.3.1(A) of AATCC Test Method
124-1996 “*Appearance of Fabrics After
Repeated Home Laundering,” Technical
Manual of the American Association of
Textile Chemists and Colorists, vol. 73,
1997, which is incorporated by
reference. Copies of this document are
available from the American
Association of Textile Chemists and
Colorists, P.O. Box 12215, Research
Triangle Park, North Carolina 27709.
This document is also available for
inspection at the Office of the Federal
Register, 800 North Capitol Street, NW.,
Suite 700, Washington, DC. This
incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. These
materials are incorporated as they exist
in the edition which has been approved
by the Director of the Federal Register
and which has been filed with the
Office of the Federal Register. Items
which do not withstand 50 launderings
shall be tested at the end of their useful
service life with prior approval of the
Consumer Product Safety Commission.

(ii) Washing shall be performed in
accordance with sections 8.2.2 and 8.2.3
of AATCC Test Method 124-1996, using
wash temperature V (60°+3-C, 140°+5—
F) specified in Table Il of that method,
and the water level, agitator speed,
washing time, spin speed and final spin
cycle specified for “Normal/Cotton
Sturdy” in Table Ill. A maximum
washer load shall be 3.64 Kg (8 pounds)
and may consist of any combination of
test samples and dummy pieces. Drying
shall be performed in accordance with
section 8.3.1(A) of that test method,
Tumble Dry, using the exhaust
temperature (66°+5-C, 150°+10-F) and
cool down time of 10 minutes specified
in the “Durable Press’ conditions of
Table IV.

* * * * *

3. The authority for subpart B of part
1616 continues to read as follows:

Authority: Sec. 5, 67 Stat. 112-113, as
amended, 81 Stat. 570; 15 U.S.C. 1194.

4. Section 1616.32 is amended by
revising paragraphs (a)(1), (b)(1)
introductory text and (b)(2), the first 3
sentences of (c)(1), (c)(2), the first
sentence of (d)(3), the first sentence of
(e)(2), the first sentence of (€)(2), (b) and
(9)(1) to read as follows:

§1616.32 Method for establishment and
use of alternate laundering procedures
under section 5(c)(4)(ii) of the standard.

(a) Scope. (1) Section 1616.5(c)(4)(ii)
of the Standard for the Flammability of
Children’s Sleepwear in sizes 7-14 (16
CFR 1616.5(c)(4)(ii)) requires that all
fabrics and certain garments subject to
the standard be tested for flammability
as produced (or after one washing and
drying) and after the items have been
washed and dried 50 times in machines,
using the procedure specified in AATCC
Test Method 124-1996.3 This section
also provides that items may be
laundered a different number of times
under another washing and drying
procedure if the Commission finds that
such an alternate laundering procedure
is equivalent to the procedure specified
in the standard.

* * * * *

(b) Application procedure. (1)
Applicants seeking approval for use of
an alternate laundering procedure under
section 1616.5(c)(4)(ii) of the standard
must submit the following information
to the Assistant Executive Director for
Compliance, Consumer Product Safety
Commission, Washington, DC 20207:

* * *

* * * * *

(2) Applications shall be certified by
the chief executive officer of the
applicant or the official to whom the
duty to certify has been delegated in
writing. The Commission’s Assistant
Executive Director for Compliance must
be notified in writing of any such
delegation.

(c) Use of alternate laundering
procedure. (1) The applicant may begin
to use the alternate laundering
procedure 30 days after the application
is received by the Assistant Executive
Director for Compliance unless notified
to the contrary. The Assistant Executive
Director for Compliance will normally
furnish an applicant with written notice
of approval within 30 days. The
applicant may be notified that a longer
time is needed for evaluation of the
application, and in the discretion of the
Assistant Executive Director for
Compliance, may be authorized to use

3 American Association of Textile Chemists and
Colorists, Technical Manual. Vol 73, 1997.

the alternate laundering procedure
pending the final decision. * * *

(2) As provided in detail in paragraph
(e) of this section, applicants must
immediately discontinue use of an
alternate procedure, and must
immediately notify the Assistant
Executive Director for Compliance if
there are test failures during
revalidation testing.

(d) Revalidation testing. * * *

(3) Records of revalidation testing
need not be submitted to the Assistant
Executive Director for Compliance.

* X *

(e) Revalidation testing failures. (1) If
revalidation testing for any fabric or
garment does not meet the criteria of
paragraph (f) of this section, the
applicant must immediately discontinue
use of the alternate laundering
procedure for the fabric or garment and
must immediately notify the Assistant
Executive Director for Compliance in
writing of the failure to meet the
criteria. * * *

(2) When use of an alternate
laundering procedure for a particular
fabric or garment has been discontinued
because of a failure to meet the criteria
of paragraph (f) of this section, the
alternate laundering procedure shall not
be used again unless a new application
for approval is submitted to the
Assistant Executive Director for
Compliance and that officer approves
the application in writing. * * *

(f) Commission criteria for evaluating
applications. (1) The Assistant
Executive Director for Compliance will
approve the alternate laundering
procedure as equivalent to the
laundering procedure specified in
section 1616.5(c)(4)(ii) of the standard if
testing from 20 specimens laundered by
the proposed alternate procedure yields
as many or more char lengths in excess
of five inches as does testing from the
twenty specimens laundered by the 50-
laundering cycle method prescribed in
the standard.

(2) If the alternate laundering
procedure yields fewer char lengths in
excess of five inches than does the 50-
wash and dry cycle, then the Assistant
Executive Director for Compliance will
not consider the alternate procedure to
be equivalent with the following
exception: If the number of five-inch
chars from the alternate procedure is
within one of the number of five-inch
chars obtained from the 50-cycle
procedure, the applicant may repeat the
original test with new specimens and if
the combined results of both tests show
the count of chars exceeding five inches
from the alternate is equal to, or greater
than, the count from the 50-wash cycle
procedure, the Assistant Executive
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Director for Compliance will approve
the alternate laundering procedure.
(g) Commission testing for
compliance. (1) For the purpose of
determining compliance with the
standard, the Commission will rely on
testing employing the laundering
procedure now prescribed by section
1616.5(c)(4)(ii) of the standard. (15
U.S.C. 1193, 1194; 15 U.S.C. 2079(b))

* * * * *

Dated: March 8, 1999.
Sadye E. Dunn,

Secretary, Consumer Product Safety
Commission.
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BILLING CODE 6355-01-P

CONSUMER PRODUCT SAFETY
COMMISSION

16 CFR Parts 1630 and 1631

Standard for the Surface Flammability
of Carpets and Rugs; Standard for the
Surface Flammability of Small Carpets
and Rugs

AGENCY: Consumer Product Safety
Commission.

ACTION: Proposed amendments.

SUMMARY: The Commission proposes to
amend the flammability standards for
carpets and rugs and for small carpets
and rugs by revising the laundering
procedure specified in those standards.
The laundering procedures help assure
that any fire retardant treatment used on
carpets or on fibers used in the
manufacture of carpets will not be
removed or degraded by cleaning,
thereby creating a flammability hazard.
The Commission is proposing these
amendments because the detergent
specified by the existing laundering
procedure is no longer available and the
operating characteristics of the washing
and drying machines required by that
procedure are no longer representative
of machines now used for home
laundering.

DATES: Written comments concerning
the proposed amendments must be
received by the Office of the Secretary
not later than June 1, 1999.

ADDRESSES: Written comments should
be captioned ““Carpet and Rug
Standards, Laundering Procedures’ and
mailed to the Office of the Secretary,
Consumer Product Safety Commission,
Washington, D.C. 20207, or delivered to
that office, room 502, 4330 East-West
Highway, Bethesda, Maryland.
Comments may also be filed by
telefacsimile to (301) 504—0127 or by
email to cpsc-os@cpsc.gov.

FOR FURTHER INFORMATION CONTACT:
Margaret Neily, Project Manager,

Directorate for Engineering Sciences,
Consumer Product Safety Commission,
Washington, DC 20207; telephone (301)
504-0508, extension 1293.

SUPPLEMENTARY INFORMATION:

A. Background

The Flammable Fabrics Act (“FFA”)
(15 U.S.C. 1191 et seq.) authorizes
issuance and amendment of
flammability standards and regulations
to protect the public from unreasonable
risks of death, injury, and property
damage from fire associated with
products of interior furnishing made
from fabric and related materials.

In 1970, the Secretary of Commerce
issued two flammability standards for
carpets and rugs to protect the public
from risks of deaths, injuries, and
economic losses associated with
ignition of carpets and rugs by small
ignition sources. The Standard for the
Surface Flammability of Carpets and
Rugs, now codified at 16 CFR Part 1630,
is applicable to carpets and rugs with a
surface area greater than 24 square feet
and one dimension longer than six feet.
The Standard for the Surface
Flammability of Small Carpets and
Rugs, now codified at 16 CFR Part 1631,
is applicable to carpets and rugs which
have an area of 24 square feet or less,
and no dimension longer than six feet.

Both standards prescribe a test which
involves exposing specimens from a
carpet or rug to a standard ignition
source. Eight specimens, each
measuring nine inches by nine inches,
are taken from the product to be tested.
A specimen passes the test in the
standards if charring does not extend
more than three inches in any direction
from the ignition source. The
flammability standard for large carpets
and rugs requires that seven of the eight
specimens taken from a carpet or rug
must pass the test. See 16 CFR 1630.3.

The standard for small carpets and
rugs requires that seven of eight
specimens taken from a carpet or rug
must pass the test, or that the product
must be permanently labeled indicating
that it fails the flammability standard.
See 16 CFR 1631.3, 1631.5(a) and
1631.34.

In 1973, authority to issue and amend
flammability standards under the FFA
was transferred from the Department of
Commerce to the Consumer Product
Safety Commission by section 30(b) of
the Consumer Product Safety Act (15
U.S.C. 2079(b)).

B. Amending the Flammability
Standards

As discussed below, laundering
procedures are required by the
standards to help assure that any fire-
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retardant chemicals used in the
production of carpets or rugs will not be
removed or degraded by repeated
cleaning and create a flammability
hazard. However, the current
procedures are out of date in several
respects, and the Commission therefore
proposes to change them.

1. Current Procedures

The carpet flammability standards
describe the apparatus and procedure to
be used to test carpets and rugs for
compliance with the standards. See 16
CFR 1630.4 and 1631.4.

At the time the carpet standards were
issued, some carpets and rugs were
treated with fire retardants or made
from fibers that were treated with fire
retardants. The standards address the
possibility that any fire-retardant
treatment used on carpets or rugs or on
fibers used in the production of carpets
or rugs might be progressively reduced
by cleaning. Section 1630.4(b)(1)(ii) of
the standard for large carpets and rugs
and section 1631.4(b)(1)(ii) of the
standard for small carpets and rugs
require that specimens of a carpet or rug
that has a fire-retardant treatment or that
is made from fibers which have had a
fire-retardant treatment shall be tested
after they have been washed and dried
10 times in accordance with a specified
laundering procedure, or ““such number
of times under such other washing and
drying procedures as shall have been

found to be equivalent by the Consumer
Product Safety Commission.”

The laundering procedure specified
by the standards is AATCC Test Method
124-67, published by the American
Association of Textile Chemists and
Colorists (“AATCC”). (1)1 This
procedure involves washing and drying
the specimens in a household washing
machine and dryer. The AATCC test
method is similar to the method that
might be used by consumers to clean
small carpets and rugs such as bath mats
and small area rugs.

Although the AATCC laundering
procedure does not resemble the
method that consumers could be
expected to use for cleaning wall-to-wall
carpeting and large carpets or rugs, the
Commission has not made a finding that
any other washing and drying procedure
is equivalent to AATCC Test Method
124-67.

AATCC Test Method 124-67 specifies
operating characteristics of the washing
machine and dryer to be used, wash
water and rinse water temperatures,
exhaust temperature of the dryer, and a
particular detergent, AATCC Standard
Detergent 124. AATCC Test Method
124-67 was developed in 1967. These
specifications are representative of the
equipment, wash, rinse, and drying
temperatures, and detergent used for
home laundering in the 1960s. For
example, AATCC Standard Detergent
124 is a high-phosphate powder with

TABLE 1.—AATCC TEST METHOD 124

optical brightener, similar to the
phosphate-based detergents sold to
consumers between 1950 and 1970. (3)

Since 1970, environmental concerns
about water pollution have resulted in
the elimination of phosphate-based
detergents for home laundering. Today,
all laundry detergents sold to consumers
are nonphosphate-based. Additionally,
energy-efficient washing machines and
dryers currently sold for consumer use
have operating characteristics and
temperature settings which differ from
those specified by AATCC Test Method
124-67. (3)

2. Revised Laundering Test Method

In 1996, AATCC revised AATCC Test
Method 124, “‘Appearance of Fabrics
After Repeated Home Laundering.” (2)
The 1996 AATCC test method more
closely resembles the equipment and
practices used for household laundering
of fabrics at this time. The revised test
method differs from AATCC Test
Method 124-67 by specifying the use of
1993 AATCC detergent, a
nonphosphate-based detergent. The
1996 test method also specifies use of a
washing machine with different
operating characteristics than those
specified by AATCC Test Method 124—
67, and rinse water temperatures which
differ from those in the older test
method. (3) Table 1, below, provides a
summary comparison of the two test
methods.

Wash/dry conditions Version 1967 Version 1996
Washing Machine:
(31 L= TP PP PP PPPPTRO Normal ......cccooeveeiiiiienie. Normal/Cotton Sturdy.
Wash Water Temp 60 £ 3°C ..o 60 * 3°C.
Rinse Water Temp 41 £ 3°C i Less Than 29°C.
Water Level ............. Full oo 18 + 1 gal.
Agitator Speed ...... 70 £5SPM viiiiiiiiieeeee 179 + 2 spm.
Wash Time ........... 12 MiNUteS ....ocevevriiiriienee. 12 minutes.
Spin Speed ........... 500-510 rpm ...cccvveviiveeenns 630-660 rpm.
FINal SPIN CYCIE ..o 4 MINUEES ...oooeiiiiiiiieeieee 6 minutes.
Dryer:
CY B bbbt Normal .....ccocvvevieiiiniicen, Cotton Sturdy | Durable
Press.
EXNAUSE TEMP ittt e 140-160°F ...ocovirveeireeeee. 140-160°F ... | 140-160°F.
COO0l DOWN CYCIE ...ttt 5minutes .....coceeeieniiiiinenn 5 minutes ..... 10 minutes.

spm = strokes (or cycles) per minute.
rpm = revolutions per minute.

In 1996, AATCC also announced that
when that organization’s supply of
Standard Detergent 124 is depleted, that
detergent will no longer be available.
AATCC is the only source for Standard
Detergent 124. Additionally, washing

1 Numbers in parentheses identify reference
documents in the List of Relevant Documents at the

machines offered for sale at this time do
not have the settings and operating
characteristics of the washing machine
specified by AATCC Test Method 124—
67. (3)

end of this notice. Requests for inspection of any

of these documents should be made at the Office

The laundering procedures specified
in the carpet flammability standards
must be followed by the Commission
when testing carpets manufactured with
a fire-retardant treatment to determine
their compliance. Information available

of the Secretary, 4330 East-West Highway, room
502, or by calling that office at (301) 504-0800.
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to the Commission indicates that at this
time, no carpets or rugs treated with a
fire retardant or made from fibers which
have been treated with a fire retardant
are offered for sale. However, it is
possible that carpets treated with fire
retardants may be marketed in the
future.

Section 8 of the FFA (15 U.S.C. 1197)
provides that no person shall be subject
to criminal prosecution under section 7
of the FFA (15 U.S.C. 1196) if that
person holds in good faith a written
guaranty to the effect that ““reasonable
and representative tests conducted in
accordance with the applicable
standard” show that a product subject to
a flammability standard issued under
the FFA complies with that standard.
Enforcement regulations codified at 16
CFR 1630.31 and 1631.31 establish
minimum requirements for reasonable
and representative tests to support
guaranties of compliance with the
carpet flammability standards.

Although issuance of a guaranty is not
mandatory, manufacturers who elect to
issue guaranties must perform the
testing required by the standard,
including the laundering procedure
specified by the standard for those
carpets and rugs manufactured with a
fire-retardant treatment unless
exempted from the use of that procedure
by other provisions of the standards.

3. Review of Other Existing Standards

In addition to reviewing AATCC Test
Method 124-1996, the Commission staff
reviewed and analyzed fourteen other
international and technical association
standards or test methods to determine
if any were appropriate for
consideration in this proceeding.
Standards and test methods from
AATCC, ASTM, the International
Standards Organization, the United
Kingdom, Australia, Canada, China and
the Soap and Detergent Association
were identified.

All of the standards designed for
fabric laundering have significant
deficiencies. They are either based on
earlier versions of AATCC Test Method
124 (with obsolete detergent and
equipment), require equipment not
available in the U.S., use only water in
the laundering procedure, or specify
significantly lower wash and rinse water
temperatures than those still available
for consumers.

Two of these methods (AATCC 138
and a Canadian standard CAN/CGSB-
4.2 No. 30.2-M90) were specifically
developed for carpets. However, they
use different liquid detergents, and
neither of these methods approximates
the typical home laundering used in the
Flammability Standard for Carpets and

Rugs. Further, the AATCC 138 was
judged to be too harsh for the hand
washable flokati rugs because of the
brushing specified by the method.

4. Proposed Amendment

The carpet flammability standards
were issued under section 4 of the FFA
(15 U.S.C. 1193), which authorizes the
issuance or amendment of flammability
standards to protect the public against
unreasonable risks of fire leading to
death, personal injury, or significant
property damage. As required by section
4(b) of the FFA, both standards are
based on findings that they are needed
to adequately protect the public against
the unreasonable risk of the occurrence
of fire leading to death, personal injury,
or significant property damage. That
section further requires findings that a
flammability standard issued under the
FFA is “reasonable, technologically
practicable, and appropriate.”

The proposed change to the standards
is needed to make the specified
laundering procedures represent those
currently used by consumers. The
proposed amendments are also needed
to assure that the carpet flammability
standards will continue to be
“technologically practicable” for both
the Commission’s laboratory and those
manufacturers of carpets and rugs
required to use the laundering
procedures when testing for guaranty
purposes.

Section 4(g) of the FFA (15 U.S.C.
1193(g)) states that a proceeding *‘for the
promulgation of a regulation under this
section” shall be initiated by
publication of an advance notice of
proposed rulemaking (‘““ANPR”’), and
sets forth requirements for the contents
of the ANPR. However, these proposed
amendments are necessary because
technical advances and the passage of
time have rendered the existing test
method obsolete. The amendments
preserve the original intent and effect of
the existing test method, modifying that
method only as necessary to reflect the
existence of modern equipment and
detergent. Moreover, the existing
regulations permit the Commission to
employ a laundering test method
different from AATCC Test Method 124
if it concludes that the test method is
substantively as protective. Because the
existing regulations allow the
Commission to achieve without any
amendment the substance of what it
now proposes to achieve by
amendment, and because the proposed
amendments preserve the regulatory
status quo, save for the reflection of
modern equipment and detergent, the
Commission has determined that it is
not legally required to commence this

proceeding with an ANPR, nor is it
necessary for the Commission to make
the findings that FFA sections 1193(g)
and (h) would otherwise require.

The amendments proposed below
would require specimens of carpet
manufactured with a fire-retardant
treatment to be tested after washing and
drying 10 times using the procedure
specified in AATCC Test Method 124—
1996. The proposed amendments would
incorporate that test method into the
carpet flammability standards by
reference.

Existing sections 1630.4(b)(1)(ii) and
1631.4(b)(1)(ii) contain the following
language:

Alternatively, the selected sample or
oversized specimens thereof may be washed,
dry-cleaned, or shampooed 10 times prior to
cutting of test specimens, in such manner as
the manufacturer or other interested party
shall previously have established to the
satisfaction of the Consumer Product Safety
Commission is normally used for that type of
carpet or rug in service. [Emphasis added.]

Alternative laundering procedures
have been approved in accordance with
provisions of sections 1630.4(b)(1)(ii)
and 1631.4(b)(1)(ii) for hide carpets and
rugs and wool flokati carpets and rugs.
See 16 CFR 1630.61, 1630.62 and
1630.63; 16 CFR 1631.61 and 1631.62.
The amendments proposed below
would change the references in Subpart
C of sections 1630 and 1631 to the
revised AATCC Test Method 124-1996
so that they are consistent with the
other proposed changes.

5. Effective Date

Section 4(b) of the FFA (15 U.S.C.
1193(b)) provides that an amendment of
a flammability standard shall become
effective one year from the date it is
promulgated, unless the Commission
finds for good cause that an earlier or
later effective date is in the public
interest, and publishes that finding.
Section 4(b) also requires that an
amendment of a flammability standard
shall exempt products “in inventory or
with the trade” on the date the
amendment becomes effective, unless
the Commission limits or withdraws
that exemption because those products
are so highly flammable that they are
dangerous for use by consumers.

One reason for proposing these
amendments of the carpet flammability
standards is that the standard detergent
specified by the existing laundering
method in the standard is no longer
available. The Commission has reason
to believe that an effective date 30 days
after publication of final amendments
will be in the public interest. The
Commission does not propose to
withdraw or limit the exemption for
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products in inventory or with the trade
as provided by section 4(b) of the FFA.

The Commission believes that an
effective date of thirty days would give
adequate notice to all interested persons
of the change in laundering procedure,
and at the same time would assure that
the Commission will be able to test for
compliance with the standards without
interruption. Those manufacturers who
perform testing in accordance with the
laundering procedure specified in the
standard will also benefit from a
relatively short effective date.

The Commission invites comments on
the proposed effective date and factual
information relating to that issue.

C. Other Issues
1. Impact on Small Businesses

In accordance with section 605(b) of
the Regulatory Flexibility Act (5 U.S.C.
605(b)), the Commission hereby certifies
that the amendments to the carpet
flammability standards proposed below
will not have a significant economic
impact on a substantial number of small
entities, including small businesses, if
issued on a final basis.

As noted above, the Commission has
not been able to find any carpets or rugs
currently offered for sale which have
been treated with a fire-retardant
treatment or made from fibers treated
with a fire-retardant. In the event that
some carpets treated with a fire-
retardant or made from fibers treated
with a fire-retardant treatment come
onto the market in the future,
manufacturers will be able to apply for
approval of any alternate laundering
procedure which is normally used for
cleaning those products if the procedure
specified by the amendments is not
appropriate.

Consequently, the Commission
estimates that the amendments
proposed below will have no economic
consequences to any manufacturers,
large or small, of carpets and rugs.

2. Environmental Considerations

The amendments proposed below fall
within the categories of Commission
actions described at 16 CFR 1021.5(c)
that have little or no potential for
affecting the human environment. The
amendments are not expected to have a
significant effect on production
processes or on the types or amounts of
materials used for the manufacture of
carpets and rugs. The amendments will
not render existing inventories
unsalable, or require destruction of
existing goods. The Commission has no
information indicating any special
circumstances in which these
amendments may affect the human

environment. For that reason, neither an
environmental assessment nor an
environmental impact statement is
required.

3. Executive Orders

Executive Order 12988 (February 5,
1996), requires agencies to state in clear
language the preemptive effect, if any, to
be given to any new regulation. The
amendments proposed below, if issued
on a final basis, would modify two
flammability standards issued under the
FFA. With certain exceptions which are
not applicable here, no state or political
subdivision of a state may enact or
continue in effect “‘a flammability
standard or other regulation’ applicable
to the same fabric or product as an FFA
standard if the state or local
flammability standard or regulation is
‘“‘designed to protect against the same
risk of the occurrence of fire” unless the
state or local flammability standard or
regulation “is identical’’ to the FFA
standard. See section 16 of the FFA (15
U.S.C. 1203). Consequently, if issued on
a final basis, the amendments proposed
below will preempt nonidentical state
or local flammability standards or
regulations that are intended to address
the unreasonable risk of the occurrence
of fire associated with ignition of
carpets and rugs.

In accordance with Executive Order
12612 (October 26, 1987), the
Commission certifies that the proposed
amendments do not have sufficient
implications for federalism to warrant a
Federalism Assessment.

List of Subjects in 16 CFR Parts 1630
and 1631

Carpets and rugs, Consumer
protection, Flammable materials, Floor
coverings, Labeling, Records, Rugs,
Textiles, Warranties.

Conclusion

Therefore, pursuant to the authority of
section 30(b) of the Consumer Product
Safety Act (15 U.S.C. 2079(b)) and
sections 4 and 5 of the Flammable
Fabrics Act (15 U.S.C. 1193, 1194), the
Commission hereby proposes to amend
title 16 of the Code of Federal
Regulations, Chapter Il, Subchapter D,
Parts 1630 and 1631 to read as follows:

PART 1630—STANDARD FOR THE
SURFACE FLAMMABILITY OF
CARPETS AND RUGS

1. The authority for subpart A of part
1630 continues to read as follows:

Authority: Sec. 4, 67 Stat. 112, as
amended, 81 Stat. 569-570; 15 U.S.C. 1193.

2. Section 1630.4 is amended by
revising paragraph (b)(1)(ii), removing

footnote 3, redesignating footnotes 4 and
5 as footnotes 3 and 4 respectively, and
adding new paragraph (b)(1)(iii) to read
as follows:

§1630.4 Test procedure.
* * * * *

(b) Sampling—(1)(i) * * *

(i) If the carpet or rug has had a fire-
retardant treatment, or is made of fibers
which have had a fire-retardant
treatment, the selected sample or over-
sized specimens thereof shall be
washed, prior to cutting of test
specimens after they have been washed
and dried either 10 times in accordance
with sections 8.2.2, 8.2.3, and 8.3.1(A)
of AATCC Test Method 124-1996
“Appearance of Fabrics After Repeated
Home Laundering,” using wash
temperature V (60° £3° C, 140° +5° F)
specified in Table Il of that method, and
the water level, agitator speed, washing
time, spin speed and final spin cycle
specified for “Normal/Cotton Sturdy” in
Table I1l, and drying shall be performed
in accordance with section 8.3.1(A) of
that test method, Tumble Dry,
maximum load 3.64 Kg (8 pounds),
using the exhaust temperature (66° £5°
C,150° +10° F) and cool down time of 10
minutes specified in the “Durable
Press” conditions of Table IV; or such
number of times by another washing
and drying procedure which the
Consumer Product Safety Commission
has determined to be equivalent of
AATCC Test Method 124-1996.
Alternatively, the selected sample or
oversized specimens thereof may be
washed, drycleaned, or shampooed 10
times, prior to cutting of test specimens,
in such manner as the manufacturer or
other interested party shall previously
have established to the satisfaction of
the Consumer Product Safety
Commission is normally used for that
type of carpet or rug in service.

(iii) AATCC Test Method 124-1996
“Appearance of Fabrics After Repeated
Home Laundering,” is found in
Technical Manual of the American
Association of Textile Chemists and
Colorists, vol. 73, 1997, is incorporated
by reference. Copies of this document
are available from the American
Association of Textile Chemists and
Colorists, P.O. Box 12215, Research
Triangle Park, North Carolina 27709.
This document is also available for
inspection at the Office of the Federal
Register, 800 North Capitol Street, NW.,
Suite 700, Washington, DC. This
incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U